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FOREWORD 



In 1983, the Subcommittee on Health and Long-Term Care of the U^. House 
Select Committee on Aging undertook the first Congressional investigation of cataract 
surgery in the United States. This report is the summary of the Subcommittee's 
findings, in sum, the Subcommittee found that there is widespread fraud, waste, and 
abuse in cataract surgery — the most frequently reimbursed major surgical procedure in 
the United States today. 

The Subcommittee concluded that over $2 billion that we will spend in 1985 for 
cataract surgery will be lost to fraud, waste, and abuse, and that this surgical procedure, 
from the taxpayer's perspective, is an unmitigated disaster. In order that the more than 
1,000,000 older Americans might reap the benefits of vision attributed to this 
uncontested miraculous procedure, the Subcommittee urges immediate reform measures 
to address this hidden, yet prevalent problem. 

The Chairman's report was prepared at the direction of Kathleen Gardher Cravedi, 
Staff Director of the Subcommittee and written by her and Peter Reinecke, Research 
Director, Glen Stettin, National Health Policy fellow. Medical College of Pennsylvania, 
Melanie Modlin, Deputy Staff Director, Ronald Schwartz, Office of the Inspector General 
for the Department of Health and Human Services, and Catharine Wilson, intern, Duke 
University who also tabulated, analyzed and summarized information sillied the 
Subcommittee by ophthalmologists, the industry and others. E «t Subrin» intern, Cornell 
University graduate, Liz Gatti, intern, Duke University, Bob Joy, detail, U.S. Postal 
Service, and Hal Wallach, detail, U.S. General Accounting Office, also provided valuable 
assistance to the Subcommittee — without whom this report would not be possible. The 
Subcommittee also recognizes the consulting services of Bill Halamandaris and Jay 
Constantlne whose policy insights were invaluable from the inception of this 
Subcommittee investigation. The Subcommittee also wishes to commend numerous 
others whose counsel during the investigation helped balance the many issues explored. 

I commend this report to all those concerned with preventing the abuses we 
uncovered. I hope it will lead this Nation to much needed reform. 



Claude Pepper, Chairman 
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EXBCimVB SUMMARY 



CATARACT SURGERY: FRAUD* WASTB» AND ABOSB 

In 1982, a Congressional inquiry revealed massive, fraud, waste, and abuse in the 
purchase and use of pacemakers in the Medicare program. Invest^tors uncovered a 
pervasive, industry-wide practice of kiclcback schemes, ovenitUi«ation and profiteeriiw 
in the pace maker industry at the expense of Medicare and the taxpayer. 

During the course of the pacemaker investigation, a representative of one of the 
manufacturers told a consultant to the Committee, then posing^ as a proapoctive 
purchaser for a California hospital, that these practices were not Uraited to the salo and 
use of pacemakers. "In addition, he said,"we seU intraocular lenses, heart valves, 
orthopedic devices, and health products for seniors. We have great flexibility. We (the 
distributor) give. They (the manufacturer) gives. We can even woric out a paelcwe deaL 
We can arrange at least a 15% discount on VA approved prices." (The Veterans 
Administration purchases pacemakers, lenses and other medical equipment at a 
competitive bid process which commonly runs 15-20% lower than Medieare's payments 
for the same products.) 

The salesmen went on to indicate that intraocular lenses in particular were a 
profitable product, saying anyone, including the hospital administrator, could learn how 
to perform !he implant procedure and that it could be done on an outpatient basU or 
"almost anywhjre." 

When he learned of this conversation in 1983, Chairman Pepper imtnicted the 
Subcommittee to undertake a thorough investigation of cataract surgery and the use of 
intraocular lenses (lOLs) in tU United States. This report is the result of that activity. 

During this investigation, the Si^bcommittee undertook the foUowii^ steps: 

° Collected, reviewed and tabulated correspondence and case hi^ories 
received by the Subcommittee relating to cataract surgery since 1983. 

^ Reviewed all hearings and reports on fraud and abuse in the Medicare 
program by Congressional Committees and administrative i^^eneies. 

° Prepared and sent a questionnaire to a sUtistically valid random sample of 
ophthalmologists in the United States at the Chairman's request. Tlie 
responses to these questions were tabulated and appear later In this report. 
The questionnaire can be found in Appendix A of this report. 

° Prepared and sent a questionnaire to all lOL manufacturers on file with the 
U.S. Food and Drug Administration. The responses to these questions were 
tabulated and appear later In this paper. The questionnaire can be found In 
Appendix B. 

° Conducted telephone surveys with numerous lOL represenUtives, 
associations representing ophthalmologists, health industry representatives 
an<1 concerned doctors. 

° Reviewed nil books, periodicals, and newspaper references to cataract 
surgery and Medicare reimbursement policies on file with the Library of 
Congress. 

° Prepared and sent questionnaires to the U.S. Food and Dn« Administration 
and the Health Care Financing Administration. The responses to these 
questions were incorporated into this report. The questionnaires can be 
found in Appendices C and D repsectively. 

° Requested and obtained a staff member from the Office of the Inspector 
General of the United States, Department of Health and Human Services, to 
assist the Subcommittee in its investigation. 

° Called upon the Office of the Inspector General to undertake an 
investigation into the billing and reimbursement practices for cataract 
surgery in the United States. 

^ Called upon the General Accounting Office to conduct a review of Medicare 
reimbursement practices to determine regionally what Medicare pays for 
cataract surgery. 
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° Interviewed numerous sales representatives for the lOL industry, 
ophthalmologists, association representatives, enforcement officials, health 
and medical experts. 

The Subcommittee found that cataract surgery is the most frequently reimbursed 
major surgical procedure reimbursed by the Medicare program today. Intraocuiar lenses 
(lOLs), the repbcement of choice following cataract surgery, will be implanted in 1 
million of the 1.2 million people who will have cataract surgery in 1985. The total cost 
of these cataract procedures will exceed $3.5 billion. $3.03 billion of that total will be 
paid for by Medicare. The Subcommittee found that there is reason to question the 
necessity or vdlidity of half of that total. 50 cents of every dollar Medicare pays for this 
procedure is lost either to fraud, waste, or abuse. The factors forcing this conclusion are 
as follows. 

Cataract surgery, which in 1931 required a 3-day stay in a hospital, now requires a 
3-hour visit to a hospital on an outpatient basis. About 70% of all cataract surgery is 
performed today in the outpatient setting of a hospital. Improved surgical techniques 
and hospital cost containment have contributed largely to the shift from the hospital to 
the outpatient setting for cataract surgery. Intuitively, one would think that savings 
would accrue to the Medicare program by eliminating hospital stays and the attendant 
services which accompany the stay. This has not been the case. Medicare pays no less 
than $2400 for cataract surgery performed in the hospital where the costs are controlled 
by the new DRG system. When the same procb.lure is performed in the same hospital on 
an outpatient basis. Medicare is paying several times this amount — as much as $5700 — 
for using only three hours of hospital resources. While the DRG system was intended to 
reduce Medicare costs by putting a limit on the amount paid for services provided in a 
hospital, the same i ules do not apply to outpatient services, or part B of Medicare. The 
Subcommittee found that if the Medicare program reimbursed ali cataract surgery at the 
inpatient rate of $2400, regardless of surgical setting, a savings of at least $1.2 billion 
would be realized in 1985, and a total of almost $9 bUUon by 1990. Given current 
reimbursement practices. Medicare will vaste $1.2 billion in 1985 alone. 

Another factor fueling fraud, waste, and abuse in cataract surgery relates directly 
to the price of the lOL and Medicare reimbursement practices relating to the lOL. In 
1984, the price of an lOL reimbursed by the Medicare program ranged from $322 to 
$750. The manufacturing cost for an lOL is roughly $35-$50. Under the DRG system 
many hospitals have gone to competitive bidding, reducing lOL prices by 50% or more, 
sometimes less than $100 a piece. Where outpatient surgery is performed, there is no 
corresponding pressure to reduce lOL prices as mentioned above because Medicare will 
pay what it terms "reasonable" cost ranging frcm about $300 to $750 or more. It is 
obvious that the profit margins are very high and that some manufacturers are trying to 
stave off true competitive bidding by taking $50-$ 150 or more out of their profits to "buy 
off" some physicians and gain a competitive edge. 

The Subcommittee found that evidence of iniproper inducements, kickbacks, and 
other Illegal marketing practices is flagrant and inescapable. Inducements ranged from 
outright payments of cash to physicians (in the form of $50 deposits in Cayman Islands 
accounts) for each lens purchased, to "free stock" in the manufacturer, "free lasers" and 
other lOL surg«ry equipment, "donations" of one lens for every one purchased, keys to 
resort condominiums, yatihts, cars and houses, trips to Colorado, Europe, etc. for 
"medical" skiing seminsrs, and large payments for phony consultant woric and to FDA 
"investigators". Large donations to the physician's favorite char it v jr personal research 
foundations by lOL representatives were also urcovered. Our investigation confirmed 
the judgment of one physician who told the Subcommittee, The whole system is corrupt 
and is corrupting physicians, mostly I ?eel, out of ignorance — but of course greed is a big 
factor. Some very big names in ophthalmology are receiving large financial incentives to 
PR the companies' implants. Tm happy to see you investigating this and though it casts a 
shadow on my profession — if we can stop the 20% or so who are unethical it may restore 
people's faith in my profession." 

Over one million lOLs, manufactured by about 20 companies in the United States, 
will be implanted in 1985, costing on the average almost $400 apiece. Medicare will pay 
for approximately 816,000 of these implants, totalling about t325 million. Out of those 
20 companies, the Subcommittee found only several companies who were making a 
conscientious effort to avoid illegal practices. Evidence suggests that about half the 
price of each lens is lost to fraud and improper inducements resulting in a loss to the 
Medicare program in 1985 of about $160 million. 

Finally, leading health and medical experts have reported that 23%-36% of all 
cataract surgery may be unnecessary or represent overutilization, and that second 
opinions should be sought by tliose considering such surgery. Many Americans may show 
signs of cataracts but have no functional inpairment. It is at this point in the decision 
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process that unnecessary surgery may occur. In some cases, this decision Is simply a 
matter of poor judgment on the part of the physician. In other cases, however, the 
Subcommittee found instances where doctors in one southern state were insertlf^ lOLs 
into the eyes of elderly patients with 20-20 vision. About $819 mOUon wiU be lost to the 
Medicare program and cataract patients due to unnecessary surgery in 1985. Of this 
toteU $525 mUUon wUl be lost by the Medicare program alone . 

Section I of this report provides the definition of cataracts and treatment methods 
for correcting this disabling disease. In addition, the costs and reimbursement 
mechanisms for this surgery are detaUed, as are the numbers served and the industry 
which exists to meet this population's needs. 

Cataracts wUl affect almost everyone who lives long enough. About 15 million 
persons over age 65 have some signs of cataracts today. Fortunately, the method for 
treating cataracts is unquestionably successful and frequently administered — over one 
million surgical procedures correcting the complications of cataracts will be performed 
In the U.S. in 1985 at a cost to the government and the taxpayer of $3.5 billion — making 
cataract procedures the most frequently performed major surgical procedure reimbursed 
by the Medicare program today. 

Section II of this report discusses the problems surrounding cataract surgery which 
include waste, fraud, and abuse. The Subcommittee also found costs associated with the 
surgery and Medicare reimbursement practices arc excessive — resulting in a loss to the 
government and taxpayer of about $2 bUlion annually; and that a number of regulatory 
and industry practices, if left unchecked, wUl continue to fuel widespread fraud, waste 
and abuse Jn addition, the Subcommittee found that at least 23% of such surgery may be 
unnecessary. 

Sections III and IV describe data collected from ophthalmologists and lOL 
manufacturers from which the Subcommittee was ab^ to reach the following 
conclusions: 

° The majority of ophthalmologists surveyed told the Subcommittee that they 
were aware of abusive practices in the marketing of lOLs. 

° Inducements to use certain lOLs were common and included the purchase of 
second homes, cash payments, free equipment, stock in the company and 
free travel, among others. 

° The majority of ophthalmologists told the Subcommltee that such offers are 
commonplace and should not be encouraged. 

° Many manufacturers do not like the sales tactics the Subcommittee has 
found prevalent m the lOL industry. 

Section V is a candid conversation between an ophthalmologist and an lOL 
salesman. It details an offer of free business equipment in exchange for doing business 
exclusively with a particul'-f lOL manufacturer. 

Section VI discusses Federal action with respect to cataract surgery in the United 
States, and Section VII includes a number of policy options for the consideration of the 
Congress and the consumer: 

— The Health Care Financing Administration should take measures to control 
outpatient costs associated with cataract surgery; 

— The Health Care Financing Administration should standardize payment for 
cataract surgery; 

— The Food and Drug Administration should take immediate action to 
eliminate "adjunct" studies; and 

— Seniors should seek second opinions before pursuing cataract surgery. 

What this report concludes Is that the Government and the taxpayer wQl continue 
to lose about 50 cents of every dollar they pay for cataract surgery unless corrective 
action is taken. What is not discussed but implicit in this report Is the extent to which 
the health and welfare of every patient, who Is usually elderly, will be forsaken as the 
result of current practices that remain unchecked. 
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Cataract surgery. This is a common operation for persons over the age of 65 — 
for if one lives long enough, one wUl probably get a cataract and require such surgery. In 
the United States today, a person living a normal lifespan is more likely to underco a 
cataract operation than any other major surgical procedure. Over 15 million older 
Americans, or roughly bO percent, show slgT»s of cataracts today. Of this number, over 1 
million wUl seek cataract surgery (at a total cost of over $3.5 billion) in 1985 to correct 
this disabUng and potentiaUy blinding disorder. Fortunately, this operation is almost 
always dramaticaliy successful. 

The word cataract is derived from a latin word mcanlf^ "waterfall." In fact 
seeing through a cataract can be like trying to look through a waterfalL Cataracts are 
cloudy or opaque areas in part or all of the tranparent lens located inside the eye. They 
develop gradually and painlessly until, in some cases, light cannot pass through the lens 
and vision is seriously affected. Cataracts are the second leadir^ cause of blindness In 
the United States today. 

Treatment of cataracts involves the surgical removal of the cloudy lens and the 
replacement of the natural lens with either eyeglasses, contact lenses, or an intraocular 
lens (lOL) implant, all of which are referred to as "prosthestlc" lenses. Each has 
advantages and disadvantages. 

Eyeglasses have been used for decades to restore vision following catanict surgery 
and their value is unquestioned. However, they are extremely thick, heavy and limit 
peripneral vision. Compared with cataract eyeglasses, contact lenses provide a much 
more natural means of visual correction f<dlowir^ surgery — peripheral vision is 
practically normal. The main disadvantages of contact lenses are that many elderly 
patients do not possess the manual dexterity necessary to handle them and t^le eye may 
not tolerate the contact lens or contact lens solutions. Intraocular lenses, or lOLs, 
developed in 1940, have the advantage of one-time Insertion at the time of surgery, and 
require no attention from the patient in the future. Another advantage Is the presence 
of immediately useful vision that continues at all times, under all conditions of work, 
weather, and general health. 

lOLs have become the lens replacement of choice following cataract surgery. The 
percentage of cataract patients having lOLs implaced during surgery has increased from 
35 % of operations in 1980 to the current level of about 85 %. 

Today, in large part due to increased demand and Inproved technologies, cataract 
surgery and lOL implantation have become big business. In 1985, the most frequently 
reimbursed major surgical procedure under the Medicare program was cataract surgery. 
The government, under the Medicare program, pays the lion's share of the $3.5 bllUon 
associated with cataract surgery, about 80 %. The rest comes out of the pockets of the 
seniors themselves. 

What follows is a summary of the Subcommittee's ii;vestigation Into cataract 
surgery in the United States. It is an attempt to determine whether Medicare's dollars 
are wisely spent, whether the taxpayer's dollars are wisely spent, and whether our 
nation's older Americans are receiving the most appropriate care available. 
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t BACKGROUND 

A. Catjnets: A DeflniUoa 

If one lives long ^'Rcugh, one will probably get a cataract. Today, one mUlion 
older AmerfcAns, or roughly about 60 percent of people between the agBS of 65 and 74 
show aome signs of cataract, and about 3.3 mUUon people in the United States ar« 
visually impaired by this disorder. At least 43,000 people are blind from cataracts, 
making it the second leading cause of legal blindess in the United SUtcs; about 4,700 new 
eases of blindness from cataracts occur each year. In sum, a person living a normal life 
span is more likely to undergo a cataract operation than any other major surgical 
procedure, and no other operation is as frequently dramatically successful. 

7h word cataract is derived from tiie Latin word "cataracta", which means 
waterfa.'L In fact, seeing UiriHigh a cataract can be like trying to look through a 
waterfall. ' 

Cataracts are cloudy or opaque erecs in part or all of the transparent lens located 
inside the eye. Normally, the lens is clear and allows light to pass through. When a 
cataract for;ns, light cannot easily pass through the lens and this affects vision. See 
Figure 1 beiow. 

Figure 1 




Cataracts usually develop gradually, without pain, redness, or tearing in the eye. 
Some remain small and do not seriously affect vision. If a cataract becomes larger or 
denser, however, it must be surgically removed to restore sight. Cataract surgery is a 
procedure in which the cloudy lens is removed. It is a safe procedure that is almost 
always successfuL 

What causes a cataract? When a cataract forms, there is a change in the 
chemical composition of the lens. It is not known what causes these changes. Cataracts 
have been associated with a number of different conditions, including aging, and eye 
injuries. What is not known, in most cases, is how and why these conditions cause the 
lens of the eye to cloud up. 

What are the different kinds of cataracts? According to the National Eye 
Institute, the most common forms of cataract are as follows: senile cataracts are reUted 
to aging, although this type can occur at or before age 50. Congenital cataracts ore 
present at birth or develop within a year after birth. Traumatic cataracts are those 
resulting from an eye injury or exposure to harmful chemicals. Drug-induced cataracts 
are those induced by the toxic effects of certain drugs that are given as medication, 
chiefly cortisone and its derivatives Radiation cataracts are associated with radiation 
(such as X-rays and microwaves), intense heat or intense light (ultraviolet light or 
sunlight). Secondarv cataracts are those that are complications of eye or general 
disorders. People who have glnucoma, iritis, uveitis, or ocular tumors may develop 
cataracts. Diabetes and other metabolic disorders can also lead to cataract formation. 

Signs that cataracts are forming include hazy, fuzzy, or blurred visior^ the 
appearance of dark spots in the field of vision; the need for frequent changes in eyeglass 
prescriptions; n f**eling of having a film over the eyes; changes in the color of the pupil, 
which IS usually blac!'; and prchlems with light, for example, night driving. Of course, 
none of these signs separately or together necessarily means that a person has a 
cataract. 




t 



3 

figatt II' 




1. Ca taracts. U^. Department of Health and Human Services, Public HeoJtli Service, 
National Institutes of Health, Washington, D.C., NIH Publication No. 83-201, September, 
1983, page 12. 
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B. Tmttmcnl of CftUnets: Methods, Progress, and Developments 

Treating cataracts involves two steps. The first is surgical removal of the clouded 
lens by an ophthalmologist. According to the National Eye Institute* this 1$ the only 
method proven effective for treating cataracts. The second step is finding the 
appropriate substitute for this natural lens. 

Basically, there are two surgical methods for removing the clouded lens: 
intracapsular end extracapsular extraction. These methods are described later in this 
reoort. 

When the cloudy lens, or cataract, is surgically removed from an eye, the 
resultant state is termed "aphakia." The aphakic eye lacks the optical power to bring 
visual objects rays to focus on the retina, permitting those objects to be seen. 

There are three options for replacing the natural lens removed in cataract 
surgery: eyeglasses, contact lenses, or an intraocular lens implant, all of which are 
otherwise referred to as "p-osthetid lenses." (See Figure H on the following page.) Each 
has advantages and drawbacks. 

EyegUaKS 

Eyeglasses have been used for decades for the correction of aphakia, and their 
value is unquestioned. They provide shaip central visual acuity and still serve as the 
visual standard against which other methods of correction are Judged. However, they do 
have certain disadv-.'^^esj they are heavy, thick, and magnify all objects viewed. Other 
unpleasant effects c^n include poor side vision, poor depth ^lerception, headaches, 
dizziness, and nausea. 

The effect of Image magnification is perhaps the most disconcerting attribute of 
spectacle cataract ocrrection, for it makes it impossible to wear a cataract glass for one 
eye and routine corrective lens over the other. This occurs beci the magnification of 
the aphakic image in comparison to *he Image from the nonoperated eye are different 
sizes, producing intolerable blur and double vision. Many patients find this effect hard to 
understand before cataract operation, and thus are particularly surprised and unhappy to 
learn that they must use one eye or the other after the operation, but not both. Since 
many patients have advancing cataract in one eye with very few changes in the other, 
there may be years between operatioiis on the two eyes, creating c long interval of visual 
disability. Such patients will probably be advised to use c 2cr.:a-*t lens, or to have a lens 
implant as part of the operation to remove the cataract. 

Only a minority of cataract patients today are prescribed cataract eyeglasses 
following cataract surgery given the advantages of alternative prosthetic lenses. 

t* CoQtaet Lenaea 

Compared with spectacle leases, contact lenses provide a much more natural 
means of visual rehabilitation following cataract surgery. Objects are still magnified — 
much less so — and peripheral vision is practically norii.al. Also, contact lenses are quite 
safe if handled and maintained properly, and are especially helpful after cataract 
extraction in one eye. The tuain disadvantages of contact lenses are that many elderly 
do not possess the steady hands necesseary to handle them and the eye may become 
allergi? to the lens or to the contact lens solutions. Finally, one age-related change* in 
the human eye is decreased production of one or more con ponents of tears, and good 
tear production is esser.tial for the use of contact lenses. 

Recently, high water content contact lenses have become available, which can 
remain in the patient's eye for extended periods of time. These lenses are more 
convenient for elderly patients, but are associated with an increased incidence of corneal 
infections and thickening of the cornea. Often a family member must be instructed 
regarding the removal and care of the contact lens should an emergency arise in which 
the patient is unable to manage. 

Wearing contact lenses requires periodic ophthalmic followup and most types of 
soft contact lenses must be replaced yearly. It is estimated that over a period of 20 years 
contact lenses are approximately three times as expensive as infaocular lenses for the 
correction of aphakia. 

For near tasks, like sewing or reading, regular eyeglasses (not cataract spectacles) 
are required in addition to contact lens. 
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3« Intraocular Lfiorjc dOLi) 

The third form of aphakic correction is the intraocular lens implant. This has the 
adyantap of one-time insertion at the time of surgery, with no attention required from 
the patient in the future. Another advantage is the presence of immediately useful 
vision that continues at all times, under aU conditions of work, weather, and general 
health. ^ 

These lenses are usually fabricated of rigid plastic, althw«h the mechanical 
appendages lYxi stablUze the lenses in the eye can be of other synthetic materials, such 
as Prolene or nylon. The general shape of these lenses, their location in the eye, the type 
of operauon required for their insertion, and frequency of use wiU be discussed Uter In 
this report. Conventional eyeglasses (not cataract specUclea) often are required In 
addition to intraocular lens implants. "^u*re« m 

Because of the many advantages, lens implants have been used with increasing 
frequency in recent years. There has been a steady Increase in the number of cataract 
operations, fueled, in part, by the increasing number of elderly. The percentage of 
cataract patients having lOLs impUnted has increased sharply from 32% in 1980 to the 
current level of about 85%. This growth has accelerated in the last few years, probably 
as a result of the acceptance of lOLs and a growing patient awarenes} that It is no loneo' 
necessary to have the extremely thick, uncomfortable and Umitiiw glasses which 
previously were prescribed for cataract patients. In addition, cataract removal has 
become a much simpler surgical procedure with new techniques and better surgical 
instruments, which wlU be discussed Uter in this report. A history of the development of 
intraocular lenses follows. ^ "en i oi 

Historical Development of IQLs 

Harold Ridley, a British ophthalmologist, carried out the first lOL implant 
operation on November 29, 1949. Observing that fragments of plexiglass from shattered 
cockpit canopies could be tolerated within the eyes of British airmen, he began the era of 
lOL implanUtion by designing a lens that could be inserted into the posterior chamber 
betwnen the iris and remaining posterior capsule. (See Section IX on the anatomy of the 
eye) His first patient, a 45-year-old woman, had a severe residual myopia. She tolerated 
the lens relatively weJL He was thus encouraged to perform his second implanUtion on 
the 23rd of August, 1950. Ridley inseited approximately 1,000 of his original lOLs. 
Many of his cases remained successful as late as 1966. By 1970, however, Ridley 
reported that removal of his implants was necessary in at least 15% of cases. 

A major reason for Ridley's Umited success was that the surgical techniques and 
instrumentation available in 1949 were not comparable to toda/s technology, not the 
least of which are the operating microscope and neodymium-YAG laser. For example, 
the operating microscope allows much greater access and visualization of the tlnv. 
delicate portions of the eye. 

The difficulties associated with Ridle/s posterior chamber lOL led to 
experimenUtion with anterior chamber lOLs. In 1952, Baron was the first to implant an 
anterior chamber lens. ^ 

In June 1953, following the continued development of anterior chamber lOLs. 
Epstein introduced the "colUrstud" lens, which was an iris started lens. The original 
ris-clip lens was introduced by Binkhorst in 1957 and used for the first time in 1958. The 
ins-fixated lenses attempted to overcome complications of posterior chamber lenses, 
namely lens dislocation, and the most important compUcation arising from anterior 
chamber lenses, namely lens corneal touch and corneal damage. 

Many of the iris-supported lenses were very successful and did much to popularize 
the concept of intraocular lens impUnUtion throughout the world. Indeed, manVpatients 
who have had excellent long-term visual rehabiUUiion with lOLs of thb type survive 
today. However, there are others who have experienced complications with these lOL 
styles. This has led to an eventual abandonment of these styles in favor of weU-deslgned 
modern anterior and posterior chamber lenses. From February 1978 to August 1982, the 
rate of iris-fixated lenses implanted (expressed as a percentage of total lOLs implanted) 
declined from 52% to 6% oi lenses implanted. 

T^. ^^^^ present, informat^n from the extensive cUnical experience with 

lOLs during the past decades has contributed to a rapid and highly innovative era of lOL 
development. Df utmost Importance has been the Increasing use of posterior chamber 
implantation. Numerous modern, well-designed anterior and posterior chamber lOLs 
have been introduced. There has been continuous improvement in lens design and in lOL 
manufacturmf: techniques. Implantation techniques are far more refined and are safer. 
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In some Instances, Uiu frequent introduction of new lOL designs (Tabic I is only a partial 
listing of lOL models available to surgeons) actually creates a problem. It is sometimes 
difficult for the implant surgeon to decide which lOL is the best in his or her view and 
for each individual patient. 

Although a few iris-supported lenses continue to be implanted, they have largely 
become obsolete. The overall rate of success achievable with these lenses cannot 
compare to the results obtained by experienced surgeons with modern posterior and 
anterior chamber lOLs. 

The most important breakthrough was a return to Ridley's onginal idea of the 
posterior chamber lOL. This is now possible because of : 1) the development of new lens 
designs which are lighter in weight and provide better fixation, and 2) the introduction of 
improved surgical instrumentation and techniques. Table I, which follows, displays the 
evolution of intraocular lenses. 

Table I 

Kfvlylien of Ihtteofylar LimH* 

Crnrjttion / — do /W5*-5/;f — Oligwol Rt^lfj I'pilmof ( f,«m 
tcf Lnj 

1 Kidir>, lgi9 

2 l'jrr\ (im ptirnnHm m«<lirjc;»iion, 1954) 

Cfvuncn/I— (fi iyS2~iyC3)— I),ifhf.m,nlof\nlffUfihan, 
Ututt 

I Ri);id or vrmi rigid 

»jrOn lyW 1954 

Sclurf 1953 

Si{j|>rlli (ri|>«), 1953 

SdirrcL, 1954 

Bieiii. 1955 

Chovfc Mjrk I, 1956 

Ridlc> Mjrl I jnd II. 1957, 1960 

Bubrrg Ans. )90| 
7 Flexible or srmi-flfxiblr loops 
1 Ctosrd I(»pi 

Djonheim. 1952 

Sirampctli. 1956 

LirbandGurrr^, 1957 
b Open loops 

Barrjqurr. J-toop, 1959 

(.tnrrouon III — (to 19jS-19W} — OnUnm^ Drtthprnml of 
AnlrtiOf Ckombtr Ltnit\ ond Intfodvtiien of Int ttifforird lymn 
inlrnot Chombn 
1 Rigid or scmt rii;id 

Choxcr Marl 11. tg37 ,o Clioxcr WaxV \ III 
7 Flrxiblr 
/Fit mppcfttJ 

Epsicin "rolbrsiud' Irnv, 1953 

Binlhorst ins clip, 1937, 1958 

Rpsicm Maltese cross {rvolvcd mto i>ir Copfland' 

Binlhotst Irns), 1%^ 

F>odorov Type I ins clip, 1964 

Binlhorst indociptular, |%5 

F\odoro\ Vm>pc II, Spuinil iu% clip, l%8 

U'orsi Mrdallion iridocapsubr. rar)\ 1970s 
Uorsl Planna, carh 1970s 

GtnrtoMK /!*•— (to 197S le puuntl* — Majot Imptouminli i« 
Mitmuriuel Tuhtnqun Lfv Dtitfn and hns Mat/nali 
iRhoduttiOfi of Potlinor CAombft Ijnin 

Anltnot Chombn Ltnin 
i Rigid or srmi rigid 
Azar Marl 11. 1977 
Trnnani Anchor. 1979 
7 Flrxiblr or srmi Orxiblr loops or fooiplairs 
a Closrd loops 
Uislr. 1978 
Hrssburg. 1981 
Optiflrx. 1981 
Axar 91Z, J98? 
Siablrflrx, 1983 
b Oprn luo|>i or fooiplain 

Kriman ||. 3-poini fixaiton, 1978 
Krimar) Quadnflrt. |<»1 
Krlman Onmiftl. 1981 
Krlman Mulnflni. ty8? 

C. R»dl»l IrK^pt 

C4,\*UuA IV? 

TrJiir rlCid tnf*^. 

l«-Jr..U,r vats f^,i^ 
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Table I (cont.) 



Simtuc C l<«op mid to lalf I9;(h. f jiK i98(>j" 
S'.islfv. nvxJirifd J I<K)p mid to taif I97()s tit\\ 

im 

KfaH, modififd J loop, mtd lo Lir 1970*. rarlv 
I980i 

Cla\mjn, modjfifd J-I<«)p mid m lair rjilv 



KindMiom rrnKtifirtlJ I<m)|I ijiid m tjir IQ/On rjflv 
1980s 

Hams. 1 <^)cri I fltrwtxl l4«»p. ntodintd J l(.<.p 
Closfd modififd J l(K>p both Io«>|w iUntd ff p 
Shrm. GaJand. Knolk) 

Oshrr-Frnzl. modiritdj loop vsiih IiK>pliolr ai tip of 
superior loop 

I>rHici\. mtHififd J loop vMth loi>ph<)lrs ai tips of 
l>oth loops 

Ridgfd lenses for ^*AG lasci rapsuloiomv. eg. 
IlofTti ndgc 

JOLs wilh L'VR absorbrrs in optics 
lOLs with biconvrx or asphriiCal optics 
I vnrtl. {(lass optic « 
Maizocco tiliconr (rlasiir) lOL • v 

I nivrrwl t\\Ki (designed to be placed in fnhrf antrnof 
at in.^uiior chamt*fr" (fa,l. 1980$) 

Shrfurd Inivrisal (radial Itxipt) 
Fraucr Dualrns 
Pannu WfK III 

•Pariul IiMinc; of rrprcM maiivf kinfs 

^*s<nnf datfi jif f\tiniai(s *iiiff mjiiufjfiuif r« rJju utr 
n<»i alvsjw AvaiUWf \\f have aiicmptcd u. dotumfiu ilic 
datf ofthf suTijcon sitiHial impIaiUation rather ihan ibcdatf 
of his pubhsbfd rrports or \fai of nuikfting of lUr lens 



2. "Complicatlop5 of Intraocular Lenses. A Historical and Histopathological 
Review," Survey of Ophthalmology. Volume 29, Number 1, July-August, 1984. 
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C. lOL InipknUtkn Procedure 

Implantatfon of the intraocular lens (lOL) follows the removal of the patient's 
clouded lens (cataract) by the ophthalmcloglst. The procedure may be performed on an 
inpatf ^nt or outpatient basis, and local or general anesthesia can be used. The procedure 
can take anywhere from 20 minutes to two hours to perform, depending on methods used 
and operating conditions. Routine cataract extractions should take no more than 40 
minutes and some physicians can perform this operation in 12 to 20 minutes. For the 
patient, the procedure can mean three hours in an outpatient facility or up to three davs 
in the hospital. ' 

Two different surgical procedures are commonly used for removal of cataracts 
and insertion of lOLsx extracapsular and intracapsular extraction. The extracapsular 
procedure has increased in use since 1981, displacing intracapsular extraction as the 
more common procedure. ($ee Table II below) According to Table lli between 1981 and 
1983, extracapsular extraction Increased from 29.4% to Sl.9% of all surgical cataract 
procedures, while intracapsular extraction fell from 68.1% to 43.8%. 

Table U 

Shift in Type of Surgical Procedure 
Used to Extract Cataract 

Eili*CAp«ultf InliKiptulv Olb«( 

Pioc»om» Proctduf Proc»dure» 

iMtV . . Z9t*K 68 1% 2 5% 
1M2 ..:..» 39J% 57^% 37% 
1PM ...... &19% A3e% <3'A 

The extracapsular procedure tends to take longer, but both procedures Including 
lens implantation should still require less than an hour of operating time Both procedures 
begin with a 5 to 7mm Incision in the eye. Frequently, sodium hyaluronate (Healon), or a 
similar viscoelastic material, is used to maintain the shape of the eye and protect the 
cornea and other delicate structures during surgery. 

Intracapsular extraction is commonly used to remove cataracts associated w.th 
aging, and is rarely used in patients under 30 years of age. In this method the entire lens 
and its capsule are removed* One popular technique uses an enzyme, a^pha chymotrypsin, 
to weaken the ligaments which hold the lens in place. Then a very cold probe is inserted 
and used to freeze a portion of the lens. The frozen part of the lens sticks to the probe 
and allows the surgeon to lift the lens out of the eye easily. This technique is called 
cryoextraction. 

Extracapsular extraction leaves the back portion of the lens capsule intact, while 
most of the lens and the front part of the capsule are removed. The a^lration method is 
used to remove congenital and other cataracts in infants and young chil<^n, whose 
lenses are relatively soft. The lens capsule is opened and the soft lens Is suctioned out 
(aspirated) through a hollow needle. For adalt patients with harder lenses, the surgeon 
may employ phacoemulsification, a technique whereby high frequency sound vibrations 
are used to soften and liquify the lens, enabling the lens to be aspirated through the 
hollow needle. 

After the lens is removed, one of three different types of lOLs can be implanted: 
the iris supported lens, the anterior chamber lens, and the posterior chamber lens. Iris 
supported lenses (see Figure ill on the following page), anchored by loops to the iris, were 
the first to be used extensively. These lenses may move about when the eye moves 
causing corneal damage. Few iris supported lenses are implanted today. 

Anterior chamber lenses (see Figure IV), placed in the angle between the iris and 
cornea, must be accurately sized. They are easy to install and remove, making them 
very popular. 

Recently, the combination of an extracapsular cataract extraction with the 
implantation of a third type of lens, the posterior chamber lens (See Figure V) has 
become the most popular procedure in the United States. Extracapsular extraction is 
advantageous for two reasons. First, the remaining portion of the capsule tends to hold 
the v'treous humor, a viscous fluid found in the eye, in its normal anatomical position in 
the 'jack of the eye. SfrvOnd, the capsule itself serves as a support for the posterior 
chamber lOL, which in this case rests behiJKS the pupil in the natural position of the 
patient's own lens. 
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Figure HI 




Ini ivrponrdlcni 'niiikftidcpendiioWyontheoonHrxiwJiniforiiiiupponin 
iht c)c In lomc axn. a iulurc ti p«ivrd ihroujh ■ hok tn tf»e tupcrior pin of th« opt< 
MCunnl Ihc lent to lh« ini Tlui in luni tllowi pattitl dtt^nottK diUtion without lent 
dis)ocaiion 

Figure IV 
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Figure V 




Posunof chamber mirtocvUi lent Thn imptant m» pnrrunir on Jhc pottmor 
Um cjpjulc Wfl behind when the «lf«cip»ul»r alaract es(r»aion n performed 



With the extracapsular extraction-posterior chamber iOL there is a tendency for 
the capsule to become somewhat opacified several months after the operation. This 
complication y occurring In 40-50% of patients, necessitates an ir vision of the capsular 
membrane with a surgical knife or a non-heat producing Nd:YAG (needy mium-yitrium 
garnet) laser. The laser treatment is essentially non-invasive and atraumatic for the 
remainder of the structures in the patient's eye. 

Even with the possibility of subsequent membrane formation (clouding), many 
ophthalmic surgeons are convinced that the posterior chamber lens implant is superior to 
those described above and it seems likeiy that the majority of lens implantations done in 
the United States over the next several years will be of this type. While only 4% of lOLs 
implanted in 1978 were posterior chamber lenses, today about 60% of implantations 
invoive the use of these lens. (See Tabie III beiow). 



Table UI 



Percent of Intraocular Lenses Implanted By Type of Lens For Each Six Month Period 
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D. lOLlndurtrr UJS. and AbrcMd 



The manufacturing and distribution of lOLs is a fast growing, highly competitive 
and highly profitable industry in this country. In 198S, the lOL industry will sell $325 
million worth of its lenses. Most were implanted in the eyes of elderly patients following 
catarfict surgery. Fueled by the increasing number of elderly, the growing acceptance of 
lOL implants, and unbridled Medicare payments for lOLs, estimates are that lOL sales 
will hit $700 million by 1990 when well over one million lOL implants will be performed 
in the U^. each year. 

The percentage of cataract patients having lOLs implanted has increased sharply, 
from 32% In 1980 to the current level of 85%. This has resulted in rapid-growth for the 
entire industry. Today no fewer than 30 companies worldwide are in the business of 
making lOLs, putting out at least 400 different models. The field is dominated by five 
Large medical companies which entered the market by acquiring much smaller firms in 
the late 1970s, and together they control over 70% of the market. The leaders, by sales 
volume, are Johnson & Johnson's lOLAB, Rorer Group's CILCO, Intermedics, Optical 
Radiation Corporation, American Medical Supply's American Medical Optics, and 
Frigitronics' Precision Cosmet. (See Table IV) 



AUergan/ISP, 2525 Dupont Drive, Irvine, California 92713. 
American Medical Optics, 1402 East Alton Avenue, Irvine, California 92714. 
Amerlcal lOL International, 15542 Graham Street, Huntington Beach, California 



CILCO, Inc., 1616 13th Avenue, Huntington, West Virginia 25701. 
Coburn Optical, 1375 South Ft. Harrison, Clearwater, Florida 33517. 
CooperVision, Inc., lOL Division, 3190 160th S.E., Belle vue, Washington 98008. 
Copeland Intra Lenses, Inc., 129 East 61st Street, New Yoric, New Yoric 10021. 
Eye Care Corporation, Suite IOC, 201 Summit View Drive, Brentwood, Tennessee 



Intermedics Intraocular, Inc., 169 North Halstead Avenue, Pasadena, 
CalifomU 91107 

lOLAB Corporation, 861 South Village Oaks Drive, Covina, California 91724. 
loptex Inc., 1301 Optical Drive, Azusa, California 91702. 
Optical Radiation Corporation, 1300 Optical Drive, Azusa, California 91702. 
Pharmacia Ophthalmlcs, 800 Centennial Avenue, Piscataway, New Jersey 08854. 
Precision Cosmet, 11140 Bren Road West, Minnetonka, Minnesota 55416. 
Surgidev Corporation, 5775 Wayzato Boulevard #855, Minneapolis, Minnesota 
55146. 

Staar Surgical, 1911 Walker Avenue, Monrovia, California 91016. 
Storz Instrument Company, 3365 Tree Court Industrial Boulevard, St. Louis, 
Missouri 63122. 

3M Vision Care lOL, 340 Storke Road, P.O. Box 2360, Goleta, California 93118- 



Positions can shift quickly in this Immensely profitable and competitive industry 
due to innovation and marketing. The unique way in which the FDA regulates this 
market facilitates market entry and expands the ranks of competitors. This will be 
discussed in greater detail later In this report. For example. Optical Radiation entered 
the market four years ago with the first lOL with a UV light blocking additive, and now 
owns at least 13% of the market. For Its part, the FDA has been slow to grant full 
approval to market lOLs, while it allows distribution to qualified surgeons on an almost 
unlimited basis prior to approval. In order to use the lens the surgeon is required to 
complete paperwork which makes him part of the Investigative process. There are now 
over 900 lOL models being marketed, but only 76 have received full FDA approval. The 
first approval came in 1981, by which time there were over 500,000 lenses Implanted. 

To stay ahead of their competitors, the major companies spend on average 10% of 
their revenues for research and development of new lenses. They ^nd enormous sums 
of their money on marketing and have even engaged in price cutting to gain additional 
market share. 

Comparing the industry In the U.S. and abroad, the main difference seen is in the 
costs to consumers for lenses. The costs in Europe are roughly half of what they are in 
the U.S. while the cost to the manufacturer per lens ($35'$50) is roughly the same. 

The outlook for the industry In the U.S. is positive for the next few years as the 
population ages and the increase In the number of cataract operations continues. It is 



Table IV — Major lOL Manufacturers 
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suspected however that the recent sharp increase in cataract operations are using up a 
pool of those who were postponing the operation as long as possible, but went ahead when 
they were satisfied with the success of lOLs* The total nunnber of operations should level 
off sometime in the mid-1990s, when the capacity to perform these operations catches 
up with the population requiring them. 
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B. Catmct Surfirft Humbtn and Cocts 

CaUnct surgery is a Urge and ever growing Industry in this nation. This year 
Americans wlU spend over $3.5 billion for the removal of over 1.1 million cataracts and 
the Implantation of over 1 million lOLs. The rate of cataract surgery has more than 
doubled since 1980 and It b projected to double again by the end of this decade. In 1980, 
there were 415.000 cataract operations. In 1989, over 2 million such surgeries are 
expected to be performed. (See Table V) 

Table V 

U5. Cataract Procedures 
(1984-1989) 



1984(a) 1985(^) 1985(^) 1987(^) 1988*^^ 1989(^) 

Total Cataract Procedures 989,207 1,187,000 1,424,000 1,709,000 2,051,000 2,200,000 

lOL linplant$(c) 840,650 1,020,820 1,238,880 1,486,830 1,784,370 1,914,000 

* • 

(a) 1984 figures based on actual FDA data. 

(b) Projected. 

(c) Included in Total Cataract Procedures above. 



Other relevant facts relating to cataract surgery Includet 

$3.03 billion was paid by the Medicare program alone — the rest came out of 
seniors themselves. 

Most cataract patients and lOL recipients are elderly. Roughly 900,000 of 
the over one million 10 L Implantations to be performed this year will Involve 
older Americans. 

Since the late 19708, lOL sales have increased from \ irtually nothing to well 
over $300 million. Those knowledgeable In the lOL Industry estimate that 
the actual cost of manufacturing a standard ouality 10 L should range from 
$35-$50. 

The price of an lOL through competitive bidding In the hospital is sometimes 
less than $100 In 1985. The price of an lOL to the Medicare program out o f 
hospital is $300 to $750 In 1985. 

The Subcommittee indicates the final cost to the pun^iaser of cataract 
surgery (whether that is the Medicare program or private consumers or some 
combination thereof) ranges from around $300 to $750 and over. 
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F. Medicare Payment for CAUtraet Surgery and lOLi 

The lion's share of monies paid for cataract surgery come from the pcoketa of the 
American Uucoayer. The Federal government through the Medicare program pays 
upwards of 85 percent of this nation's annual bQl for cataract surgery ($3.03 baUon out of 
a total of $3.56 bUUon this year). * ' uuuonouioi 

The Mexlicare program, which is authorized under tiUe XVIU of the Social Security 
Act, consists of two separate but complementary types of health Insurant.-, for the aged 
SS^i^^hl^J t'^ ^-^ir^* \^ insurance program, provides protection 

against hospital and related institutional costs. Pert B, the supplemental^ medical 
insurance program, covers physicians' services and a number of other medical services. 

Under Part A, the Health Care Financing Administration reimburses hospitals for 
inpatient care on a prospective basis, subject to specified deductible anc ccinsurance 
amounts. All inpatient treatments and surgical procedures have been classified and 
assigned to one of 467 different diagnostic reiated groupings (DRGs). This approach to 
health care reimbursement operates on the principle th*t patients with similw medical 
conditions should receive similar care and should use approximately the same amount of 
resources} therefore, in general, a hospital should be reimbursed the same amount for 
each patient jn a DRG. The inpatient deductible in 1985 is $400. 

Part A generally does not cover physician services rendered to hospital Inpatients: 
J^ir'^ili i^nJ^}" ^vioes is made under part B. Part B pays 80% of a patient's doctor 
bdis and 80% of bills for outpatient services, after the patient exceeds his or ^er one- 
year deducta)le. The patient deductible in 1985 is $75. 

For cataract surgery and lOL implants, serious concerns have arisen over the very 
different amounts of reimbursements and beneficiary contributions which Medicare 
creates - depending on where and how the identical surgery and procedures are 
performed, be it in the hospital as an inpatient or outpatient. In an ambulatory surgical 
center (ASC> or freestanding surgical cUnic, or In a physician's office. The sur<Teon 
performing the operation receives from Medicare roughly the same fee of $1200 
regardless of where the cataract surgery is performed. The discrepancies arise when one 
looks at t»)e coils for facility fees and lenses at the different locctions, which wUl be 
discussed in detail in Section II B of this report. 
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n. CURRENT PROBLBHS 

A. EfficACy and Safety 

Recent improvements in lOL design, manufacturing^and surgical techniques have 
greatly reduced the inciJence of complications following implantation, and many authors 
now consider lOL implantation one of the most safe and effective major surgical 
procedures. Howevr^r, adverse reactions are still seen — some as late complications of 
earlier lOL designs and implantation techniques, and some as the result of more recent 
implantations using "state of the art" lenses and surgical techniques. Complications may 
be due to various factors including surgical technique, lOL design, or the Inability of 
<ime eyes with preexisting diseases to tolerate an implant. 

Ophthalmic surgeons generally feel that 85% of cataract patients achieve what 
might be termed "technical success." This refers to a lack of significant complications 
related to the removal of the opaque lens, but does not allow for underlying, unexpected 
abnormalities of the retina or optic nerve, which can seriously interfere with final visual 
capability. When intraocular lens implanta are used, additional complications can occur 
as a result of the lens implant itself. For example, the basic cataract operation is made 
somewhat more difficult technically by implant placement, sc that there is a slightly 
greater likelihood of damage to the cornea, iris, or vitreous bo^^y. More important are 
those complications, such as lens dw.ocations and chronic i.iflammation, that are 
specifically due to the plastic implant. These complications may occur in an additional 2 
to 3% of cataract patients, and of course are added to those complications of the usual 
cataract operation. Most patients are willing to commit themselves to this slightly 
higher risk of complications to achieve the benefits of the intraocular lens implant. 

As part of the healing process which occurs following removal of a cataract and 
insertion of an intraocular lens, portions of the implant which are in direct contact with 
soft tissues inside the eye usually become Imbedded within those tissue?u In the vast 
majority of cases implants are well toleratid and this "heding-in" process actually 
stabilizes the implant. On rare occasions, however, the implant may cause a low-grade, 
chronic inflammation within the eye. Many surgeons now feel that if the supporting 
elements of the posterior chamber lens are inserted within the relatively Inert capsular 
bag, this potential problem can be avoided altogether. 

In the past. Insertion of poorly manufactured intraocular lenses produced 
inflammatory reactions, intraocular bleeding, and reduced visual acuity. Strict quality 
control measures during the past few years have largely eliminated these problems. 

Only rarely does an lOL Implan*" require sut>sequent removal. The usr V Indication 
for this is persistent inflammation. Persistent glaucoma, or adv ^ corneal 
degeneration as a result of the implant may also be Indications for smoval. 
Persistent inflammation may be couple<i with persistent swelling of the niv.. ^ of the 
retina (cystoid macular edema)| may lead to a significant reduction in visual acuity. 
Whether or not the removal of the implant is useful in reversing this complication is not 
entirely clear, but most surgeons feel that it is prudent to remove the Implant if the 
retinal edema persists for more than a few months. 

One lOL which deserves specidl mention is the ultra violnt (UV) lens, an lOL with 
an additive which filters out UV light before the light reaches the retina. Many surgeons 
say they buy UV lenses because their patients ask for them, not because they believe in 
them. Despite the publicity an<: claims made for UV lenses, there is no medical evidence 
that ultraviolet light damages the retina. There is also no information on the long-term 
effects of the UV filtering ac^ditlve used In these lenses. Ultraviolet light can also be 
blocked by glasses and, until further data is in, some experts believe glasses may be 
preferable to the UV lOLs. 

Because current types of lOLs have been In use for little more than u decade, 
there has not been time to learn how these devices might affect the eye over a period of 
many years. However* results to date have been very encouraging. In the three decades 
since the introduction of lOLs by Ridley, successful tolerance has been measured over 
postoperative periods of 5-10 years. However, by today's implantation criteria, in which 
lenses are being implanted in younger and younger patients (who, by actuarial statistics, 
are going to be living longer and longer), lOLs should now be expected to be safe and 
stable within the eye for periods of 10*50 years. Therefore we have now reached an era 
where one of the most important considerations in lOL Implantation Is the need for very 
careful long-term follow up of patients. This Is necessary for the surgeon to attain 
highly successful visual rehabilitation over the long term. To obtain additional 
information that will aid cataract patients and their doctors in making decisions about 
about the use of lOLs, the National Eye Institute is supporting research on these devices 
and their long-term safety. 
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B« Cost* lOU and Mediove ReioabuneiMnt Praetiew 

Medic&re pAymenU for caUract surgery with lOL impltntatioi are made under a 
system which pays grossly different sums for identical surgical proceJures, depending on 
where those procedures are performed. This system, designed to improve efficiency and 
save money, is doing Just the opposite, and without regard to patient well-being. 

The following elements are incorporated into the total lOL implantation cost 
borne by the Medicare program and, ultimately, the American taxpayer: 

manufacturing and marketing costs for lOL^ 

packs (di«9osable liquids, knives, tools, etc*); 

viscoelastic materials and operation-associated equipment; 

hospital or facility markup; 

hospitalization (inpatients only); 

operating room and related costs; 

professional fees. Including the referring physician, surgeon (and assistant 
surgeon in some cases), and anesthesiologist (If used); and 

follow up. 

When the lOL implantation is performed in the hospital on an inpatient basis, the 
the hospital is reimbursed by the proopective payment system of Medicare part A, under 
DRG 39. When the same procedure is moved to the outpatient settlnig in the same 
hospital, outside of the DRG domain, that same hospital can now b&l Medicare, under 
part B, its "r -^asonable costs'* almcsi four times as much as Medicare's inpatient cost, for 
for the identlvjal procedure bundled with fetter services. 

Our Investigation indicates costs are excessive and profits inordinate at two major 
levels: the price of the lens in ho^ltal outpatient settings, and the facility fees pa 
hospitals for outpatient cataract surgery and the lens implants. The cost of cataract 
surgery and lens implantation valres greatly on the basis of where the implantation takes 
place: in the ho^ital, hospital outpatient, ambulatory surgical center, or in the 
physiciansf office. With regard to these cft elements, our findings are as follows: 

1. lOLCoets 

The manufacturer's lOL list price includes the cost of materials and 
manufacturing processes, general administration, marketing and sales, research and 
development, tax and profit. 

The average lOL currently costs $35*$ 50 to manufacture and is sold to hospitals 
and surgical centers in the United States for an average of $322. (See Table VI). In 
practice, the principal difference between product cost and sales price consists of 
marketing and profit. 

Table VI 



0 
0 
0 
0 
0 
0 
0 

0 



Average Price of intraocular Lenses \nd Healc 
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Given the essential equivalency of the lenses and Medicare's inscnsitivlly to price, 
it is not surprising that marketing costs are significant. Almost 50 percent of the list 
price of an !0L is dedicated to marketing. Roughly two thirds of that total — 30 percent 
of the list price — was paid by some firms as a commission to its sales representatives. 
The remainder was divided between direct marketing, advertising, travel, clinical 
investigations, and more innovative sales inducements. Some companies bundle $75 
surgical p^,^ with their lenses, and others even :>ffer $85,000 YAG lasers with volume 
purchases. 

AJ'^ugh the percentages may vary, and specific arrangements with the firms 
sales r.prcsentatives differ, the general pattern Is consistent. lOLs tend to be 
imr ..nsely profitable to manufacture and market. 

lOLs are more profitable in the U.S. than abroad. A recent report in Barrorfs 
asserts that the very same lenses that are sold in the U.S. for $300 are sold in Europe for 
$120 to $150. To defend this pricing difference, one manufacturer told us that 99% of 
lOLs in the United States are supplied to hospitals on a consignment basis, resulting in 
additional inventory and handling costs of up to $50 per lens. In addition, we were told, 
the FDA requires paperwork amounting to an additional $30 per lens. Thus the 
manufacturer accounted for roughly half the pricing difference. A securities firm which 
follows the 10 L industry asserted that in Europe, the buUc of lens sales are comprised of 
generic (standard) lenses, while the product mix in the U.S. is weighted more heavily in 
favor of the more expensive, technologically advanced, though questionably s^>e^ior, 
products. While the eyes and sight of the citizens of Europe are no less precious than 
those of our own citizens, their governments have refused to pay exorbitant amounts for 
premium lOLs, when their national health insurance can provide perfectly adequate 
quality lenses for much less money. This is something Medicare is supposed to do. 

Further evidence of the profitability of lOLs is shown by the willingness of 
manufacturers to reduce prices when hospitals required them to make competitive bids in 
order to secure lens purchases. As shown in Table Vii on the following page, one ho^ital 
was able to reduce ite average cost per lens from $321 to $229 just by requiring 
manufacturers to submit bids. One manufacturer actually reduced its lOL price by 58 
percent. On volume purchases, some models of lenses may be acquired for less than 
$100. 

in allf the Subcommittee found lOLs offered for sale to providers from $90 to 
$385. Discounts wue offered by most manufacturers, some only when asked. Requiring 
competitive bios, and making volume p^jrchases, are the most assured ways for hospitals, 
surgical centers, and consortiums to get the best possible prices for iOLs. 

Hospiuis performing inpatient lOL implants have a direct incentive to keep their 
costs for lOLs down — they receive a flat fee of $1,200 for facility expenses, including 
the lens, under DRG 39. Any extra dollar they spend for an lOL eats into their already 
tight margins and could even put them into the red. For hospitals performing inpatient 
surgery, it is clearly in their own best interest to buy IOLs at competitive prices. 

Unfortunately, Medicare Part B, which covers IOLs implanted in outpatient 
settings, provides no incentives for keeping lOL costs down. In fact, it does just the 
opposite, encouraging outpatient facilities and Ambulatory Surgical Centers to pay top 
dollar for their iOLs, and then pass the cost on to Medicare. Some hospitals even mark 
up the lOL by as much as £30 percent, as can be seen in Figure Vi on the following page, 
detailing patient charges at a Colorado hospital. 

At present, many hospitals and ASCs are charging Medicare what they feel are 
"reasonable" cosU for iOLs. They are paying the lens manufacturers their full 
"reasonable" list prices and then, after adding e "reasonable" markup for themselves, pass 
the entire "reasonable" cost on to Medicare. Medicare B encourages this practice by 
reimbursing providers for IOLs on a reasonable charge basbu 

The reasonable charge is defined as the lowest of: 

— the actual charge; 

— the customary charge for the lOL (that is, an amount high enough to cover the 
lOL charges 50 percent of the times the iOL was purchased; or 

— the prevailing charge for the area (that is, an amount high enough to cover 75 
percent of the customary charges of all iOLs implanted in the area). 
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Table Vi| 



Before B1J« 



After flld» 



VENDOR 



Company D 
Corapany E 



I of 



9.6Z 



Averoge 
Cost Per 
Lens 



Hunter 
of Lens 



Company A 
Company B 
Company C 27.51 $325 



$350 
$325 



$300 

26. 7Z $325 



Company F 0.2Z $360 



TOTALS lOOZ 
COST PER LENS ' 

BASED OH use OP I»A96 LENSES 
IN CALCNOAJt YCAA 1983 



er|c 



1963 
Annuo 1 
Cose 



147 $ 51.260 

52 ^ 16.900 

412 $133,900 

474' $143,675 

399 $129,675 

12 $ 4,370 



1,496 $479, 7:0 
$ 321 



Z of DlscounC 
Business 



3Z 



ICOZ 



Averjce 
Cose I'er 
Lens 



n 15Z 5298- 

I3Z 5SZ . $236 

2IZ 20Z $260 

121 25t $225 

48Z 30Z ;f226 



$360 



of Lens 



64 



264 



240 



976 



66 



2,040 



OASEC OH AHNUALIZeO USE OP 
2.040 LENSES IN FISCAL YEAK 



2vi 



W964-85 



Projcctisd Project 
Annujl Annual 
Cost Savins s 



$ 19,072 $ 3.326 

$ 36.432 $ 49,366 

$111,260 $ 27.820 
I 

$ 54.000 $ 18.000 

$222,526 $ 94.672 

$ 24.460 0 



$467,792 $193,188 
$ 229 
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Rather than standardizing what Medicare (>ays for lOLs, this system allows lOL costs to 
vary widely from state to state, as can be seen in Table VIII below, which was gathered 
by the Subcommittee staff and the General Accounting Office In tele(^one intei views 
and written correspondence. 

Table VIU 



STATE 
niinois 

Michigan 

New York 

Mass 

Arizona 

Wisconsin 
California 



RATE(vear) 
$375 {'83) 

$450 or $600('S5) 

$295-$360('85) 

$665('85) 

$400('85) 

$290('84) 
$350C85) 



RATE METHOD 

lesser of 
ivoice or 
$375 for aU 



set prevailing 
rates/ pay lesser of 
customary or prevailing 

4 set rates for 
4 lense types 
based on 75th 
percentile of 
previous year charges 

pay lesser of 
$665 or Invoice 

pay lesser of $400 
or invoice 

$240 flat 



Comments 

invoices not required; 
with claims; few 
submit 
with claims 

2 geo areas w/ 



asked to submit 
invoice/ few do 



Invoices not required; 
few submit 



One lens manufacturer contracted with the largest accounting firm in the health 
care industry, to determine the shipping and handling costs for lOLs on a per lens basis. 
That study came up with a figure of $55.15 per lens, much less than iht 50 to almost 
300% markups many providers have been passing on to Medicare for lOLs. 

if the Medicare payment system for lOLs were revised to encourage providers to 
shop around for the best lens prices availablei and then to reimburse the prcvider for that 
sum plus a genuinely reasonable handling charge, savings from 50-75 percent of the price 
of each lens could be realized. This translates in to annual savings of over $i60 million^ 

When compared to the total amount of federal dollars we';ted payii^ excessive 
fees for lOL implantation, the total made in overpayments for the lOLs themselves 
becomes triviaL The current Medicare payment system has encourage<i abusive 
practices, and as shall be shown, is responsible for more than $1.2 billion per year in 
overpayments for outpatient cataract surgery. (See Table IX on the following page.) 

2. Inpatient H<apital 

Under the prospective payment plan of Medicare part A, cataract surgery has been 
assigned to DRG 39. Another cksslfication, DRG 42, is used in a minority of sases. 
Under DRG 39, hospitals receive from Medicare roughly $1200 (plus or minus $300 for 
regional differences) for facility fees incurred during cataract surgery. The hospital 
receives the same fee whether an lOL is implanted or not. 

According to hospital industry sources, when the DRG was first adopted many 
hospitals lost money doing lOL implants. Since the introduction of the DRG system, 
hospitals have taken steps to reduce their costs. Hospitals have reduced the average 
length of stay for this procedure from 3.2 days In 1981 to 2.2 days in 1984, and n^any 
hospitals are shooting for a one^y stay. Hospitals are also saving money by putting 
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Table IX 
The Cost of Cataract Surgery 



Location 



Medicare Costs by Location 



Facility 

Reimbursement 



lOL 

Reimbursement 



Physician 

Reimbursement 



Patient Charjzes 



Total Cost* 



Hospital 
Impatient 



$1200 
(reimbursement set 
by DRC 39) 



(included in ' 
facility 
reimbursement) 



5l200 -$1500' UOO Part A Deductible $3115 

$315 Part B to 
$71? $343 5 



Hospital 
Outpatient 



$1300-$3800 



J300-$900 



$1200 -$1500 



$560-$1180 Part B 



$3360 

to 
$ 7380- 



to 



' Ambulat^ory 
Surgical 
Center 
(ASC) 



$ 553 
Maximum 



$300-$900 



$1200 -$1500 



$60-$180 
20t of lOL 



$2H3 
to 
J3153 



Physician' s 
Office 



-0- 

(no facility 
reimbursement) 



$300-$900 



$'1200-$1500 



$375-$495 Part B 



$1875 

to 
$2895 



. Total Cost does not Include possible fees for assistant surqeons and anesthesiologists which may arfd over $500 to the bill. 
Such fees would usually be split between Medicare and the beneficiary, with Medicare pay 1 no SOX. 
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their quantity lens purchases out for bid. Many hospitals have also standardized their 
supplies and reduced stafflng costs. As a result many of the same hospitals are now 
breaking even or showing a modest profit from cataract surgery. 

The prospective payment system is» for the most part> having its intended effect 
on the costs of inpatient cataract surgery. Hospital efficiency has been improved and 
costs contained. In theory this should save money and be advantageous for many 
patients. In practice, most cataract surgery is being moved to an outpatient setting <due 
primarily to recently imposed government policies), outside the realm of the DRQ 
system, where costs are not controlled and gteat profits can be made* as Is discussed in 
the following section. 

3. Outpatient Hoipital 

When cataract surgery with lens implantation Is performed on a hospital 
outpatient basis, the facility is reimbursed by Medicare part B on a cost basts at 80% of 
reasonable cost. There is no ceiling on what is considered reasonable. In addition the 
outpatient center passes on to Medicare the cost of the lOL, an item which Is Included in 
the DRQ payment for the Inpatient procedure. A recent look at actual invoices for 
hospital outpatients' facility charges from around the country ranged from $1684 to 
$4570. No figures are available to obtain averages. Example of bills can be found n 
Figures VU and VIU, on the following pages. These figures Include the charge for an 10 L 
which was $823. This $1684'»- fee for the thrae-hour out{>atieiV visit does not Include tf« 
$1200'»- in surgeons* and anesthesiologists' fees which are billed separately. So lucrati*/e 
is the outpatient procedure that many hospitals we advertising "no cc?t" catar^iCt 
surgery for Medicare patients, in which they viuive the patient's $400 Meaicare 
deductible. This practice will be discussed in detail in Section U E. 

4. ArobulatOTf Sargieal Centen/Free^tandiqg Sargioal Centers (ASC) 

An alternative to the hospital Inpatient and outpatient settings Is the free- 
standing surgical center or ambulatory surgical center <ASC). These usually are surgical 
centers designed specifically for cataract surgery and lens implants, which are usually 
shared by a group of physicians. Medicare pays a maximum of $553 In facility fees plus 
the cost of the lens. The beneficiary Is required to pay 20% of the coat of the lOL. The 
charges to Medicare for lenses is comparable to the outpatient cost, ranging from $300 
to over $900. 

5. PhysieiaD% Office 

At present, a handful of physicians are performing cataract surgery on an 
outpatient basis in their own offices. There Is no reimbursement for facility fees when 
the procedures are performed in the office. In such cases, the surgeon Is reimbursed only 
for the lOL and his operating fees. 

Table X 

Percentage of Frocedures Performed in Each 
Treatment Setting 



Physician' s 
Office 
5 ASC 



Outpat icnt 
Hospital 



Inpatient 
Hospital 



1981 
198S 
1986 
1987 
1988 
1989 
1990 



7\ 
lOX 
12% 

n\ 



70X 
7S\ 
BOX 
79\ 
7B\ 
77% 



2Z\ 

St 
81 



Projections based on data that S\ of surgeons in 198S 
performed opthalmic surgery in physician's offices or 
ASCs. 
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F<9ure VII 
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Figur« VIII 
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Most experts predict that unless there is a policy change by HCFA or the 
Congress, 92% or more of all cataract surgery wiU be performed on a hoapital outpatient 
basis by 1990. (See Table X, above) Hospitals have an incentive to keep their Inpatient 
costs oelow the DRG level in order to stay in business and continue to provide services. 
Outpatient faclUtles, on the other hand, have been designed for maximum efficiency and 
minimal operating costs. They have reduced the two to three day hospital stay for 
inpatients to a three-hour hospital visit. Like the inpatiwit facilities, the outpatient 
facilities, often in the same hospitals, can purchase their lenses at volume discounts, 
intuitively, one would think that these savings would be passed on to the patients and 
Medicare. This is not the case. Medicare under part B pays more, substantially more, 
for lOL implants performed in the hospital outpatient settli^. Medicare Is paying the 
hospitals about $1200 under DRG 39 for cataract surgery with lOL implants. These same 
hospitals are collecting several times this amount, as much as $4500, for the identical 
procedure using only 3 hjan of hospital resources. 

As mentioned earlier, standard quality lOLs can be purdvased reasonably for as 
little as $90 by requiring manufacturers to bid on them. Medicare part B Is reimbursing 
outpatient hospitals and ASCs between $300 and $900 per lens. This year for lOLs alone 
Medicare will overpay at least $160 million. 

By allowing hospitals to receive much more money for performii^ outpatient lOL 
implants, HCFA is forcing cataract surgery into the more lucrative outpatient arena. 
This wlU dramatlcaUy alter the DRG system by ralsii^ Inpatient hoipital costs first by 
reducing the patient volume on which hospitals depend to keep their costs down, and 
second by leaving hospitals with extremely sick or fraU patients. The DRGs were 
calculated based On the "typical" patient. These sick and fratt patients are much more 
costly than the "typical" patient, and hospitals cannot afford to treat them under the 
current DRG system. Unless the Medicare law Is changed there Is no incentive to 
contain costs of this procedure which will waste at least $1.2 tUlion this year, and will 
lose many bUlions more. 

Additionally, patients operated upon in an inpatient setting receive extra 
protection because Peer Review Organisation review all cataract preadmissions. 
Hospitals have formal internal peer review and other safeguards to insure quality of 
care. To some extent, these safeguards exist in hospital outpatient settings, but they are 
much less prevalent in ASCs or non-hospital outpatients surgical locations. 
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a KicktM»k», Dbcounts, Boouses, and Rebates 



Section 1877 of the Social Security Act makes It a felony to offer or solicit bribes, 
kickbacks or rebates in cash or in kind unless "trie reduction in price is properly disclosed 
and appropriately reflected in the costs claimed or charges made by the provider..." 
Althougti the law encourages industry promoted discounts on items such as lOLs, what is 
prohibited is the failure to disclose the discount and pass it on to the Medicare program. 

The climate which stimulates kickbacks and other improper Inducements relates 
directly to the price of the lOL and Medicare reimbursement practices relating to the 
lOL. It is worth repeating that the average price of an lOL reimbursed by the Medicare 
program in 1981 was $265. In 1985^ It was MOO. The manufacturing cost for an lOL is 
roughly $3S'-$50. Under the DRG' system many ho^itals have gone to competitive 
bidding, reducing lOL prices by as much as 50%, or less than $100 apiece. Where 
outpatient surgery is performed, there is no corresponding pressure to reduce lOL prices 
since under part B of Medicare, the Insurance carrier pays the invoice price of the lOL 
which ranges from $300 to $750. It is obvious that the profit margins are very high and 
that some manufacturers are trying to stave off true competitive bidding by takir^ $50 
or more out of their profits to "buy ofP some physicians and gain a competitive edge. 

Evidence of kickbacks and other Improper inducements have been associated with 
the lOL industry for more than five years. From the Subcommittee's investigation, 
evidence and allegations of kickbacks and other illegal marketing practices are flagrant 
and inescapable. Ir)ducements ranged from: 

^ outright payments of cash to physicians (in the form of a $50 Xo $70 deposit In a 
private account in the Cayman Islands) for each lOL purchased, 

° "free stock" in the manufacturer, 

° "free lasers" and other lOL surgery equipment, 

° "donations" of one lens for every on a purchased, 

° keys to resort condominiums, 

° yachts, cars and houses, 

° trips to Colorado, Europe, etc. for "medical" skiing seminars, and 

^ large payments for phony consultants. 

Our investigation verified the Judgement of one physician who told the 
Subcommittee, "The whole system Is corrupt and is corrupting physicians, mostly I feel, 
out of ignorance ~ but of course greed is a big factor. Some very big names in 
ophthalmology are receiving large financial incentives to PR the companies Implants. 
Tm happy to see you investigating this and though it casts a shadow on my profession ~ if 
we can stop the 2096 or so who are unethical It may restore people's faith in my 
profession." 



Title 42, section 1395 of the UJS.Code defines a kickback as follows: 
(a) Whoever — 

(1) knowingly and willfully makes or causes to be made any false statement or 
representation of a material fact In any application for any benefit or payment 
under this subchapter. 

(2) at any time knowingly and willingly makes or causes to be made any false 
statement or representation of a material fact for use in determining rights to any 
such benefit or payment. 

(3) having knowledge of the occurrence of any event affecting (A) his Initial or 
continued right to any such benefit or payment, or (B) the initial or continued right 
to any such benefit or payment of any other Individual in whose behalf he has 
applied for or is receiving such benefit or payment, conceals or falls to disclose 
such event with an intent fraudulently to secure such tMnefit or payment either In a 
greater amount or quantitiy than is due or when no such benefit or payment is 
authorized or 

(4) having made application to receive any such benefit or payment of the use 
and benefit of another and having received It, knowingly and willfully converts 
such benefit or payment of any part thereof to a use other than for the use and 
benefit of such other person, shall (i) In the case of such statement, 
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representation concealment, failure, or conversion by any person In connection with 
the furnishing (by that person) of items or services for which payment is or may l>e 
made under this subchapter, be guilty of a felony and upon conviction thereof fined 
not more than $25,000 or imprisoned for not more than Ave years or both, or 00 in 
the eaae of such a statement, representation, concealment, failure, or conversion 
by any other person, be guilty of a misdemeanor and upon conviction thereof fined 
not more than $10,000 or imprisoned for not more than one year, or both. 

(bXD Whoever knowingly and willingly toUcts or receives any renumeratlon 
(including any kickbcck, bribe, or rebate) direct^ or Indirectly, overtly or covertly, 
in cash or in kind — 

(A) in retum for referring an individual to a perron for the furnishing or 
arrariging for the fumishliy of any item or service for which may be made in whole 
or in part under this subchapter, or 

(B) in return for purchasing, leasing, ordering, or arranging for or 
recommending purchasing, leasing, or ordering any good, facility, service, or item 
for which payment may be made in whole or in part under this subchapter, shall be 
guilty of a felony and upon conviction thereof,shaU be fined not more than $25,000 
or imprisoned for not more than five years, or both» 

(2) Whoever knowingly and willfully offers or p&ys any renureration (Including 
any kickback, bribe, or rebate) directly or Indirectly, overtly or covertly, in cash 
or in kind to any person to induce such person ~ 

(A) to refer an individual to a person for the fumiihing or arranging for the 
furnishing of any item or service for which payment may be made in whole or in 
part under this subchapter, or 

(B) to purchase, lease, order, or arrange for or recommend purchasing, leasing, 
or o.-dering any good, facility, service, or item for which pay men, nay be made In 
whole or In part under this subchapter, shall be guilty of a felony and upon 
conviction thereof, shall be fined not more than $25,000 or imprisoned for not more 
than five years, or both. 

The existij^ kickback statute, detailed above, was modified in 1978 by Pubuc Law 
95-142. Based on congressional investigations demonstrating the impact of fraud, waste 
and abuse in clinical laboratories, Medicaid mills and nursing homes, penalties for 
kickbacks were extended from a misdemeanor to a felony. The legislative history of 
what constitutes a felony is more specific as to what constitutes a kickt>ack: 

"Kickbacks take a variety of forms including cash long-term credit 
arrangements, gifts, supplies, and equipment, and the furnishing of business 
equipment." 

Specific evidence of Inproper inducements found by the Subcommittee have been 
or will be referred to the Inspector General of the U.S. Department of Health and Human 
Services for Investi^tion. What follows is not exhaustive, but rather illustrative of the 
typical kinds of conduct brouglit to the Subcommittee's attention. 

Dilwet Kickbacks 

^ Three ophthalmologists told the Subcommittee that they participated In direct 
kickback schemes In which they were given direct cash rebates from the 
manufacturers for every lens that they implanted. 

^ A well known surgeon, according to one Investigation received 1600 free len"*s 
In return for using his name In marketing the lens. He then bUed Medi^jire 
$500 to each of these lenses. Medicare paid $80,000 too much Just for lOLs. 

^ A California ophthalmologist told the SiAcommittee that he declined to 
participate in a purchase arrangement commonly used by lOL manufacturers. 
He said, "A company otterfxi me $70 per lens to be put into fai: account in my 
name in the Bahamas — I told him to up a rope". 

Indirect Ktekbaefci 

The Subcommittee foi»nd the kickbacks are often disguised by salesmen as follows: 
^ Gifts of stock in the manufacturer; 
^ Use of a yacht; 

^ Discount of physicians for volume purchases of lOLs which are not made 
available uniformly to ail physicians; 

^ Cash rebates to physicia» ' who purchase from the company; 
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° Free lOLs provided by the manufacturer. 

Of th«ise mechanisms, the award cf stock is commonly offered by lOL 
manufacturers, according to an ophthalmologist who told the Subcommitte he was 
offered Mich inducements for purchasing lOLs from the company. 

A securities analyst with a investment firm verified the ophthalmologist's claims 
in a telephone conversation with the Subcommittee in April of 1985. She said, "One lOL 
company owned by doctors, blatantly offers slock and other inducements to doctors." 
She continued, "This cannot be reflected in lower Medicare prices." The American 
Academy of Ophthalmology, in a recent advisory opinion on their code of ethics, reported 
that receiving shares of stock in exchange or volume purchases of lenses is patently 
unethical. The advisory stated, "Not only would it 'je impossible to pass on to the 
cataract patient the fluctuating value of the stock received, a doctor could bn easily 
seduced into a continuing loyalty to the company in question." 

An ophthalmologist reported to the Subcommittee in July, 1985 that, "several 
years ago a company offered use of a yacht off Florida as an incentive to use their 
lenses." 

Another ophthalmologist mentioned he was offered a "second"home — purchased 
by the company seeking his buaness. 

One manufacturer informed the Administrator f>f a southern hospital that for 
every "ultraviolet absorbing lOL purchased at list price, n free "generic" posterior 
chamber lens would be donated to the ho^itM." (See letter dated 1984 outlining the 
proposal, in Figure IX.) 

BusSneasBquiprrcnt 

The most common form of inducement offered is surgical and/or other equipment 
commonly used by an ophthalmologist. Such equipment often includes: 

YAG Lasers . Lasers come in handy if a posterior implant patient finds that the 
capsule around tiis/her new lens has clouded up, something that happens abojt half the 
time. By focusing the laser on the capsule, the physician can tear a hole in the 
membrane, much like pulling a curtain back from a window, and restore vision. Lasers 
can cost a;i much as $&0,000*$90,000 to purchase. (Manufacturers cost is $8,000) 

Surgical accessories or surgical packs. Surgical accessories commonly include a 
disposable syringe filled with Healon or other clear liquids which help maintain the shape 
of the eye during surgery, and disposable sponges and knives. The pack is worth abut $75. 

Phacoemulsification machine s are devices which use ultrasound vibrations to turn 
cataracts into a Jelly-like substance before extraction. Tney cost around $1000 per 
month to lease, or about $35,000 to purchase. 

In most cases, the equipment mentioned above is essential to cataract surgery and 
follow'Up care. Questions of concern arise, however, when such equipment if offered as 
an inducement to do business witli a particular lOL manufacturer without consideration 
of what would be in the best interest of the patient or withcu' reflecting those savings to 
the Medicare program. Furthermore, tax laws may be violat'jd because hospitals and 
doctors are encouraged by manufacturers to take depreciation and investment tax credit 
on equipment that they really did not buy. 

The legitimacy of these concerns was documented extensively in the 
Subcommittee*^ investigation. 

According to the Executive Director of the American Intraocular Implant Society, 
in a recent Barron' s interview, "how is a hospital supposed to reflect a YAG laster when 
they're getting a flat fee?" 

This official t^iKOs a stern view of any form of discount which cannot be reflected 
m bills and said he is we'l aware of the problems of kickbacks in the lOL business. "I get 
calls ail the time from cy>ctors who asked me if they can accept a YAG laser. I tell 
them, 'Pay for the damn thing yourself.'" He said physicians also asked whether they can 
accept free surgical packs. "Our position is that any savings to a hospital or a doctor 
must absolutely be reflected in their bills." 

A former President of the Amercain Intraocular Implant Society, addressed the 
notion that some programs seem designed by the manucfaturers to facilitate criminal 
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Figure IX 



1984 



Admi-nxstrator 

jiospital 



Dear 

The following is a purchase agreement for the sale of 
intraocular lenses to 
Hospital. « X 

Prices are only for lenses purchased and used by that' 
hospital. This agreement is voided by the distribution 
of products by ' Hospital to 

other facilities. 

Prices are guaranteed for a perio-i of one year starting 
December 1, 1984 and terminating November 30, 1985. 

will initiate a consignmer/t of lenses at that 
hospital. 

>t TLAN A 

With each ultraviolet absorbing IQI* purchase d from 

at list price/ a ^rr^r^ "gf^n^^r i pr >^*Laj^lAg- 

chamber lens will be dona ted, to 

Hospital. These generic lenses include catalog series 
.01, ;02, 00, and 04. -loop, lens, and 

UV lenses are not included in the styles eligible for 
free lenses. 

Free lenses will be reimbursed on a monthly basis. 
5 ^LAN B* 

will sell lOLs to 
Hospital at the following prices: 

Styles 00, .01, 02, '04 (generic) $232.50 each 

PLUS one free I/A tube-set -32.50 value 

with each purchased lens 

PLUS one free pair of UV post-op - 5.00 value 

goggles with each lens 



$195.00 net cost 
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Figure IX (cont.) 



Style UV series (ultraviolet $280.00 
absorbing lens) 
PLUS one free I/A tube set -32.50 

PLUS one free pair of UV goggles - 5.0O 

$242.50 net cost 
*There are no minimum usage requirements with PLAN B. 
^ PLAN C 

will sell IC'^s -to 
Hospital at the following prices, providing the minimum 
monthly ordering quantities are observed. 

Minimum of 50 lenses/month* 

Generic styles 00, 01, .02, .04 $170.50 each 

UV style posterior chamber lenses 262.50 each 

Minimum of 75 lenses/month* 

Generic styles ;0C, -01, 02, $155.00 each 

UV style posterior chamber lerses 245.00 each 

Mi nimum of IQQ lenses/month* 

Generic styles 00, .01, .02, 04 $139.50 each 

PLUS one free UV post-op goggle -5-o0 

$134.50 net cost 

UV style posterior chamber lenses - $199.50 each 

PLUS one free UV post-op goggle -5.00 

$194. 50 net cost 

*styles ""^^ "^^""^^ ^" quantities or product 

^ RESIDENT PROGRAM 

^ /s, extremely committed to the education growth of 
Ophthalmology residents. Ppon initiation of PLANS A, B 
or C, . will provide a $5,000 fund for use by the 

residents of the University for the following 

uses: travel to and from major meetings, travel and/or 
approved^b^ ^""^^^ lectures, other educational reasons 

This fund can be renewed annually. The fund will be 
maintained by and withdrawals must be requested 

in writing. ^^^^^^^^^ 
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Figure IX (cont.) 



BONUS - When the first two hundred lenses are reordered 
from the consignment, the Vioeo 'lextbooX of 

Cataract Surgery Csee attachment) will be donated to 
the "Residency Program. This excellent teaching tool is 
valued at $800. 

Wannest personal regards. 
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deception by surgeons and relmbursers, you get t free piece of equipment, how can 
you prorate ihat free piece of equipment onto the cost of each cataract operation which 
you put an lOL in and show that discount to Medicare? I don't know how you can <to 



A Maryland ophthalmologist wrote the Subcommittee that an lOL company 
offered to provide a free phacoemulsifler to his center if they agreed to use a 
certain number of their lOLs. His department declined. 

° A South DakoU doctor was offered over $95,000 worth of equipment in 
exchange for a 3-year commitment to use lOLs from a particular 
manufacturer. He wa^ also offered a camera and VCR. He told the 
Subcommittee, "I was told that this inducement was approved by Medicare and 
the American Implant Society and that 1 would get an investment tax credit on 
the equipment. AU of this is untrue, I realize. Now tell me, how am I goir^ to 
get an investment tax credit on equipment I didn't purchase and Medicare 
essentially pays for?" 

^ The vast majority of ophthalmologists responding to a June, 1985, 
Subcommittee questionnaire reported they were offered equipment at discount 
or free, including lasers, cameras, VCRs, sUt lamps, etc. some of which is 
related to cataract surgery and some of which is .lot. 

TtaTcl and Traln fay 

Another common Inducement made by lOL manufacturers to agreeable doctors 
involved the arrangement of travel on the pretext of "training seminars." According to 
the American Academy of Ophthalmolog/s (AAO) code of ethics, such "customer 
appreciation pUns" under which they Invite all ophthalmologists who purchase ..(a 
quantity)., of lenses In any year to be guests of the lOL manfacturees for an aU- 
expenses-pald week long meeting of the lOL manufacturer In the Bahamas..." is si'nply a 
bribe or a kickback. As sUted in the AAO*s v;ode of ethics: "Window dressing seminars 
do not transform a free vacation In the Bahamas Into a scientific conference which is 
paid for by the ophthalmologist ..." 

In spite of the AAO warnings, such inducements abound In the Industry three 
ophthalmologists told the Subcomnittee that lOL salesmen told them xhey would be 
awarded vacations for purchasing a certain number of lOLs. 

T-slephone conversations between Subcommittee staff and a number of 
ophthalmologists revealed that companies offer travel In Europe In appreciation of the 
purchase of a large volume of lOLs. 

A Counsel for the American Intraocular Implant Society reported to the 
Subcommittee, "Many doctors have complained to me about certain companies (names 
deleted) using "studies^ as excuses to provide doctors who us*i their lenses with free 



Again, it is important to note that free travel Is not automatically Illegal for the 
lens manufacturer to provide or for the Implant surgeon to receive, as long as they are 
reflected In reimbursement claims. According to the American Intraocular Implant 
Society, however, such bonuses raise serious legal and ethical questions and should be 
avoided. 



Paid lOL Inifestkatoca 

The principal barrier to ':ntry In the lOL market is FDA i»pproval of lOLs (see 
Section VI A for further detail). This has not been a major problem because of a special 
provision In the lOL device law which allows distribution of lOLs to qualfied surgeons on 
an almost unlimited basis prior to approval. In order to use the lens, a surgeon agrees to 
serve as an "investigator" for an lOL manufacturer and track patients who have the lOL 
inserted (called a "core" study). The doctor is paid compensation for his woric by the 
manufacturer. LiteraUy every board certified ophthalmologist is eligible to Dartlclpate 
in this Investigative process. f ^ 

In a perversion of the FDA process, some lOL manufacturers are using the FDA 
approval process as an excuse t^ 1>uy off" surgeons. Manufacturers are paying very large 
am' inU for paper woric preparation and also designatij^ some doctors as adjunct 
investigators and paying them for essentially nothing but the use of the manufacturer's 
leik.. 



This legal form of "kickback," sanctioned by current FDA Uw, works essentlaly as 
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follows: The FDA requires a "core** study of 500 patientJ to be foUowed over one year. 
This means a manfaeturer has to arran^ for 800-1,000 patients to be treated by about 
2S-S0 doctors. The doctors can be paid for acting as an "investigmtor" and filing 6 brief 
reports on each patient. Some manufacturers pay cash; some give free lenaes. One free 
lens ($300) is roughly about value for total work done on one patient. Many 
manufacturers pay far in excess of thl8« They are really bribing doctort* 

FDA also allows "adjunct" study beyond core requirements. There is no paperworic 
involved; FDA admits they don't use the data submitted* By applying for adjunct status, 
a manufacturer can sell lenses to these "investigators** without FDA fU 1 approval. This 
is another vehicle for bribery. Furthermore, some manufacturers are expanding their 
studies to thousands as a way to use FDA as a legal excuse to make high payments etc. to 
doctors using their lenses. 

aa leandReaateoflOUbySffoaa 

A more sophisticated and subtle form of improper inducements exists In the sale 
and resale of lOi^s by surgeons and referral they make to individuals and hospitals who 
will use these lOLs. 

One scheme involves surgeons purchasing the lenses they use directly from the 
manufacturers, and then reselling the lOLs to the hospitals, who then bill Medicare 
directly. Medicare reimburses the hospital based upon their costs, which in many cases 
are considerably more than the surgeon paid for them. The surgeon may mark up the lens 
directly, or he may participate In any one of a number of discount or rebate s^mes, 
which provide him with financial Incentives which do not show up on the invoice. 

Surgeons may profit even without purchasing the lenses directly. Manufacturers 
offer the same "bribes" to ophthalmologists who have the hospitals order the 
manufacturer's lenses. This makes the Medicare overpayments even more difficult to 
track down. 



ERIC 



41 



34 



0* "Ho Cort" Advertisements 

Mtlend" JSS^^^kT"^^'* advertisements offering "no cost" cataract surgery lo Medicare 
S^.it^ ^ ^^^"^ ^" magazines, newspapers, and maUt^xe^ aro^ the 

"J^'cwt" cataract surgery Is not free; R^^care winds iSfootL tbnnti^ 
bill, whi e the facilities and physicians waive the patient's deducttole? "N^ cSt« 
surgery Is of no cost only to the patients, uwucuoie. no cosi cataract 

The ad below explains how "no cost" cataract surgery works. Accordiwr to the «d 
'rt^fT relmbu«ement of surgeoS^ feeX oS^iUeM^^^^^^^ 

ai^y If the sungery Is performed in an approved outpatient sur«a5^3er^thB 
su^n accepts Medicare assignment. Medicare pays 80% of the^tM bal w^ S 
patient or his colmurance responsible for the remaiiilng 20%. Manyh^iUb Ta We oJ 
discount thb 2096, saving the patient $400 or more in out of^LTTx^^ 

a^'^SstrJirliir"^ ^'"^T *^ revCe byTe^1!-00,wS 

aner instituting a "no cost" surgical program. 

One California hospital did a coat-iwnefit analysis after institutijK "no cost" 
cataract surgery and sending out brochures to 9000 STa refldente in a dir^tTaU 
advertising campaign. Cataract surgery cases at the hospital iiUrea^d by 11% but tte 
number of Medicare patients increased by 15%. Now om 90% of the h<^ituta 'c^^l^ 
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There is no prohibition against waiver of dedi*ctib)e and coinsurtnee by a provider 
of services. This ability to waive coptyments applies to both inpatient and outpatient 
service and is not affected by whether the provider receives cost-based rein^ursement 
Or prospective payments. However, the provider, and not Medicare, mutt bear the 
beneficiary's liability. For purposes of determining kledieare payment, the provider must 
bill its intermedia^ as if the pctient were billed for the appropriate deductible 
coinsurance amounts which are deducted from the prospective payments. Under cost 
reimbursement, these amounts roust be included on the provider^ cost report for the 
determination of final payroent for the year. The provider roay not dairo as a bad debt 
amounts for which it assumed the beneficiary's liability. A provider^ waiving of payment 
from the beneficiary should have no effect on Medicare payments. Unfortunately, this 
has not been the case. 

Current Medicare program instructions indicate that a t>iUed amount that is not 
reasonably related to an expectation of payment should not be considered the "actual" 
charge for processing a current claim. What this means is that if hospitals and physicians 
set charges for services, fully intending to waive the patients deductible and coinsurance, 
they are in violation of the law if they submit those set charges to Medicare as the 
"actual" charges. 

The ads on the foUowing pages, collected from newspapers around the country, are 
representative of this widespread fraudulent practice. "No cost" cataract surgery is 
responsible for millions of dollars in Medicare overpayments. Hospitals are iiSlatij^ 
their charges to Medicare by an amount equal to or greater than the patients coinsurance 
and deductible, with the full intention of waiving the patient's costs and havli^ Medicare 
foot the entire bilL Not only are these hospitals openly violating the congressional intent 
of the Medicare system, HCFA is condoning their actions by failing to take action 
against them. 

Waiver of beneficiary copayments represents a dear disregard for Medicare and 
the philosophy behind Medicare coinsurance and deductibles. The Medicare program 
requires patients to share in the cost of their health care for a number of important 
reasons. First, this cost sharing reduces the portion Medicare roust pay,which would 
otherwise be financed through taxes and other sources. Cost sharing also reduces, but 
does not eliminate, the need for administrative control over the use of medical services 
by providing a financial Incentive to patients and providers to choose more economical 
forms of care. 

The Subcommittee would In fact support the charitable waiving of copaynents for 
those elderly to whom this represents a burden. It cannot, however, condone the waiving 
of coinsurance when done explicitly to entice unneeded c&taract surgery or as a method 
of bilJdng the Medicare program. 
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UL A SUaVBY OF OPUTUALMOUXaSTS RBQARDINQ TUEtR BXP£RISNCBS 
WTTH FRAUD, WASTE AND ABUSB IN THE AREA OF CATARACT SURQBRY 

As a part of its comprehensive review of Medicare cataract surgery, the 
Subcommitee sought to systematically gather the opinions of those directly providing this 
service. Subcommittee staff had meetings, telephone conversations and written 
correspondence with, among others, physicians performing cataract surgery, the 
professional ass^iations which represent ophthalmologists, lOL manufacturers and their 
sales representatives, and hospital officials. The Chairman also conducted a national 
random survey of ophthalmologists performing cataract surgery and of the industry 
manufacturing lOLs. 

Information from providers confirmed other evidence gathered by the 
Subcommittee of the widespread nature of fraud, waste, and abuse surrounding cataract 
surgery and in particular the sele of intraocular lenses. 

In June, 1985, the Chairman mailed a survey to a statistically valid random sample 
of doctors performing cataract surgery in the United States. This survey asked 
ophthalmologists a series of questions focusing on marketing practices and purchasing 
agreements in the sale of intraocultu* lenses. (See Appendix A). Doctors from around the 
nation, representing nearly one million patients, responded to the Chairman's survey. 

While most of those doctors responding to the survey indicated that they 
themselves were not involved in such practices, many reported to the Subcommittee that 
they were familiar with a number of questionable and/or Illegal purchasing arrangements 
employed by lOL manufacturers/sales representatives. Many doctors reported being 
aware of: 

0 awards of vacations to physicians for purchasing a certain number of lOLs, 

0 gifts of stock in the manufacturing company to physicians who purchase a 
number of lenses 

0 cash rebates to physicians who purchase lenses, 

0 free lOLs for purchase of a certain number of lOLs, and 

0 progressive discounts for volume orders. 

Other doctors reported having knowledge of specific offers made to peers by lOL 
manufacturers ai.d/or their sales representatives for the purchase of crrtain numt>ers of 
their lenses including: 

0 purchasing of second homes for doctors, 

0 cash payments of up to $150 per lens purchased, 

o use of a yacht off the coast of Florida, 

o free phacoemulsifiers (valued at approximately $35,000), and 

0 free vitrectomy machines (valued at approximately $20,000). 

While most doctors responding to the Subcommittee survey indicate that such 
practices are not offered by manufacturers with which they do business, roughly one 
third reported that they knew of such offers by their manufacturers. Additionally, 
roughly one third of the ophthalmologists responding to the survey ceported having at one 
time or another declined participation in purchase arratigements such as those above. 

The Subcommittee questionnaire also asked ophthalmologists whether they 
considered these types purchasing arrangements to be improper or Illegal 
inducements. Over two liiirds of the respondents did consider such practices kickfoacks* 
bribes, or something otherwise improper. Many also remarked on what they felt to be 
the unethical nature of such practices. 

One third of the doctors responding told the Subcommittee that they did not 
consider these arrangements to t>e kickbacks, bribes, or other Improper inducements. 
The majority of doctors responding in this manner considered these purchase agreements 
legitimate business offerings* Said one doctor, "It's the American way... You get what 
you can." Another responded, "Incentives are used by everyone to sell as encouragement 
to go a particular direction. Even my preacher cajoles, 'Come to church and go to 
heaven. Would you consider that a bribe?" 
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Ophthalmologists were asked whether they felt that lOL manufacturers and/or 
sales representatives should be free to offer incentives to physicians to purchase a 
particular brand of lens. A two-thirds majority of those doctors responding told the 
Subcommittee that this should not be allowed. One doctor replied, "We should purchase 
the lens we feel is best for use, not financially best for us." Another stated that such 
offerings "compromise quality of care." Still another felt these practices •'cheat 
Medicare and the patients." 

One third of the responding doctors felt that manufacturers and their 
representatives should be free to offer incentives. Some expressing this viewpoint felt 
strongly about their rights in a competitive market. One doctor told the Subcommittee, 
*Since medicine and physicians are now expected to be merchants, why not the same low 
standard ot ethics as car salesmen?" 

During the course of its investigation the Subcommittee was contacted by a 
number of provider representatives expressing concern over what they considered illegal 
or unethical inducements in the sale of lOLs. Knowledge of the existence of such 
practices within the ophthalmology profession is extensive. This spring one professional 
association held a symposium with a keynote address by the pi^sident of the group 
entitled, "Marketing Practices and Rebates That are Occurring and are Continuing to 
Occur, and Your Responsibility and Your Vulnerability." The president continues, 
"Discounts, rebates and bonuses have recently taken many forms ... free lenses ... free 
equipment ... cash payments ... Some of these programs seem designed by the 
manufacturers to facilitate criminal deception by surgeons to reimbursers ... To profit 
illegally from discounts, rebates or bonuses by failing to report them to government 
reimbursers ... subjects the entire profession to injury. These practices amount to 
welfare cheating." 

The Subcommittee has been contacted by provider representatives who have been 
shocked by the nature and extent of kickback and bribe offerings and acceptances related 
to Medicare cataract surgery. One hospital representative stated, "lOL manufacturers 
and their sales representatives are committing wholesale fraud." 
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IV. A SURVBT OF TUB lOL INDUSTRY RKQiUUMNQ THEIR BXPBSIBNCBS WITH 
FRAUD, WASTE AND ABOSB IN THE AREA OF CATARACT 8URQBRT 

The Subcommittee also sent questionnmires to manufacturers of intraocular 
lenses. Tnese surveys asked manufacturers a series of questions centering around their 
marketing practices surrounding the sale of lOLs. (See Appendix B) Amor^ the areas of 
inquiry contained in the Subcommittee questionnaire were the basis of earnings of their 
sales reprcsenUtivcs (salary and/or commission), Incomes of the manufacturers and their 
sales representatives, types of marketing practices used and the reasons for using such 
practices, and manufacturer opinions as to the legality of propemess of offering certain 
inducements for the purchase of a particular brand of lOLs. 

As of this writing, the Subcommittee has received responses from 7 manufacturers 
with total 1984 jross sales of intraocular lenses of over $80 million. These com:>anies 
employ marketing staffs made up primarily of sales representatives averaging 45 full 
time workers. 

Responses to the Subcommittee survey indicate that lOL sales representatives 
earn large salaries and t!)at most work strictly on a commirrion basis. Average salaries 
of those selling lOLs for the 7 responding manufacturers range from $35,000 to $90,000. 
Six of the seven companies employ their salesmen on a commission basic only. 

The majority of manufacturers responding indicated to the Subcommittee that 
they had knowledge of a range of marketing plans including the offering of free 
equipment, company stock, vacations, cash rebates and volume discounts. Several of the 
respondents provided the Subcommittee with lists of those of their competitors they 
suspect or know use these practices. The majority of these respondents Indicated their 
distasts for such practices. 

Several of the companies did indicate that they offer volume discounts and 
purchase credit plans, but that they Instruct those doctors and hospitals taking part in 
these offers to Indicate the reception of these discounts on their Medicare bills. ^ 

Thfc lOL Industry is a very competitive one. When asked why manufacturers 
employed these sales techniques, most companies responded that thb was a necessity of 
the competitive maricetplace. One large manufacturer responded, "The lOL industry is 
very competetive. Because of this competition, manufacturers work hard to be the 
supplier of choice. Because most manufacturers hold high product quality standards, 
manufacturers also compete with servict . convenience. Image and price." Another 
company indicated the corresponding pressure on a company to offer Inducements, "A 
company which does not offer such discounts would likely lose the customer.** 

During the course of Its Investigation, the Subcommittee was regularly contacted 
by members and representatives of the lOL industry. Subcommittee staff conversations 
with sales representatives wishing to remain anonymous for fe^r of retribution provided a 
good deal of candid information. These salespersons described literally hundrL*ds of 
instances of kickbacks and bribes and other schemes offered by themselves and their 
competitors. The most common of these Inducements came in ttje form of cash rebates 
per lens (up to $150) going towxrd the purchase of durable medical equipments such as 
lasers and microscopes. One sales representative called this practice "Green Stamping," 
likening it to the collecting of stamps to purchase a gift when you have enough 
collected. These representatives also described schemes invovlng free trips to Hawaii, 
paying for architects to design surgical centers, and even free vacation homes. 

These anonymous salespersons also related to the Subcommittee stories of training 
sessions employed by certain manufacturers. "Ask them (doctors and hospitals) what it 
will take for them to buy from and give It to them. It doesn't matter what it takes," one 
salesperson reported being Instructed In a training session by a previous employer. 

The problem of fraud and abuse Is a growing one according to most of those 
salespersons confiding with the Subcommittee. It's Just like the 55 miles per hour speed 
limit," commented one representative. "Doctors see their peers doing it, profiting from 
it and not getting punished, so they say 'Why not me?'" 
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V. A CANDiO COKVBRSATION VTTH AN lOL SALESMAN 



Reprinted below is an excerpt from an Interview between three seller of 
ophthalmology supplies and equipment, Including intraocular lenses, and an 
ophthalmologist. Because receipt of this tape was conditioned on confidentiality, names 
and specific references have been omitted or changed to protect participants* 
identities. The salesmen are employed by one of the country's largest suppliers of 
ophthalmlogy goods. This conversation took place in May and June, 198S. 



Salesman: What we do, Dr. (name omitted), we establish a competitive price. And we 
take a portion of that price ... counts for more than let's say half of the lenses and give it 
back to you as purchase credits — so that you can apply it towards this, you can apply it 
toward (brani name omitted) ... well* another example. We have a video system right 
now — 1 don't know if you've got a video camera on your scope or not — it's a hell oi a 
system ... The camera alone usually sells for $8495. Right now the camera's on for 
$6995. You can get a VCR, a monitor I'nd a stand that it all fits on for $8495. So in 
essence you're getting about $1500 wor^a of video equipment at no charge. That's going 
to be on a limited time basis. 



Salesman: ...what we need to do is sit down with you and get some figi^res from you so 
we can put together a package and start talking — and say, here are your equipment 
needs, here's basically how you can finance over the next 1, 2, 3 years. 

What we came up with is a fimncing program that's based upon you using our 
consumables, okay? Since we have cap tal equipment on one side, which is state of the 
art and pretty much the industry stand&.'d, and then we have high quality consumable 
products, such as lOLs, contact lenses and pharmaceuticab, we put the two of them 
together to come up with a financing program so that you can high tech your office or 
get that capital equipment that you need without any cash outlay. Now, one of the 
reasons that we can do this is in the past we'd always been calling on hospitals, doctors' 
offices, pharmacy — all these different places. Now all of a sudden we can call on one 
facility like yours — an ASC — and sell all our products at that one point. We call it 
single point distribution, okay? By us being able to sell a lot of products to one facility 
like yours, we're able to lower our cost to serve — cost to serve the manufecturer, 
marketing, and so on down the line. Welli when we lower our cost to s'vve, we increase 
revenues. One of the ways we're using increasing revenues is giving it back to you in the 
form of earned purchase credits. Now earned purchase credits are credits based upon the 
gross profit margin of each item that you buy from us. So, take as an example, if you 
bought a (brand name omitted) lens from us, you'd earn a purchase credit on that, so you 
know that might be $2.50 or something. What we're doing is we're looking at earned 
purchase credits on all the products that you can buy from (company name omitted) — 
from that consumable side — the disposables, the lOLs, the contact lenses, 
pharmaceuticals. 



Doctor: Okay, you say you can get investment tax credit right up front, entitled to it, 
right? 

Salesman: Vep. 

Doctor: And depreciation on it? 
Salesman: Yep. 



Salesman: So you're at $27,000 the first year, $31.8 (thousand) the second and $36.6 the 
third. 

Secood Salesman: For a total of $95,760. Now let me explain how you can use that. 
What We've done is we've projected out what you would earn over the next three years 
from us In purchase credits by simply using our products. If you chose to exercise all 
your credits today, you would have $95,0C0. Now, since this is a financing program, 
thei'e Is an interest charge on this. The Interest charge works this way. In year one, if 
you only chose to exercise your purchase credits of $27,000 in year one, there'd be no 
interest charge. If you want to exercise two years* worth of purchase credits, there's a 
five percent interest charge. Year three there's a 10 percent interest charge — on the 
total amount of earned purchase credits that you choose to exercise ... Now, here's 
another thing that you need to think about. The equipment that you asked for — the the 
(brand name omitted) system, and the argon laser — that comes out to about $60,000. 
Because we have so much room to work with, that ten percent interest could be paid by 
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using earned purchase credits. So what Tm telling you is that you could get your (braiul 
name omitted), your argon laser ~~ we've coYereo the interest charge — and you could get 
all that with no cash outlay. Does it all make sense to you? 



Doctor: And you say that this has been reviewed by the lens society ~ you tallcing about 

the American Intrnocular Impi«nt Society! 

Sftletman: Right. HCFA. 

Doctor Medicare and Medicaid looked at it! 

gjaleaman? Yeah. 

Second S^lrTnin* ru show you what the question is ~ draw you a little picture here so 
that you'll understand. On tlie invoice, itil give a description and let's say it*s $375. You 
only can charge back to Medicare and Medicaid the $325 — ycu can't take the other 
$50. There t^'t any other company in this point in the game that carves that out. 
What's happening at other companies ii> the patient is financing the equipment, and 
that's illegal. There isn't any other company today that has gotten all the endorsement 
we have. And I think one of the reasons that we get li, as said (name omitted) said 
earlier, our only game that we play is ophthalmology, if we screw it qp, we're in trouble, 
you're in trouble — it's something that I don't think either one of us wants to be a part of. 



Salesman: Medicare's saying to you. Dr. (name omitted), here's your $504 or your $490 or 
whatever the reimbursement for facility fee — go out and do whatever you can ~ that's 
what we're giving you, so go get your best deal — whether that be a program like this or 
whatever else. 

Soeood 8ale<imn- Well, the other thing is too, even on the intraocular lenses, if you're 
aware, at least the way it is around licre, it may vary from division of Medicare to 
divison — they don't look at th« invoices* Thjy have a set charge — itaf a unit pay charge 

— whatever they allots and ! don't recall right now — $480 or $490 — that they €dlow. 
They don't say, well, we won't pay as ntich because you only paid t300 for tliat lens. 
They don't )ook at that. 

S tf c a m a nr It's not that way. Ii: some parts of the country where Tve beer<, they pay the 
Invoice price plus 10 percent or 9omethins — I don't know why they don't do that here. 
It's different ia eviiry county almost programs in Ohio (pay) $62S. So it is a little 
confusing how functionally we would show that breakout. What you do is, you take your 

— let's say it come to three &nd a quarter — all of a sudden you put $490 customary 
charge you know, fe? handling. As long as that's what they're reimbursing at, you 
wouldn't have any problems. See, actually, because of th^ reimtMraeroent scheme we 
have set up for you, this program is even roor^ ideal for you th&l it is for other parts of 
the country, becuas^ thej^ve already got that price established, ar^ they recognize that 
as the customary chax^e on lOLs. So you're in ^^ood shape there. BM as far as the actual 
breakdown goes, we go ahead and spell all that out, and it'd be ipelled oui 'or you n your 
invoicing, too. That way Medicare knows exactly whdt wn're doing here. 



Salesman: The other thing Is (name omitted) who is the legal counsel for the society — 
(name omitted) is also our lef;& counsel &*> ^ / time we have any questions of legality, 
we go directly to (name omitt%' ') on that. 
Doctor: T^at'sgood to know- 
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VL RBQULATOET ACnVrrT: lOL KNFORCBMBNT, APPROVAL 
AND RKUfBUBSBHENT 

A. The Pood and Drug Administration (PDA) 

1* Overview 

The Fooc) and Drug Administration is the Federal agency charged with reviewing 
and approving all intraocular lenses to assure the safety and efncacy of those lOLs to be 
implanted. While the Subcommittee found no evidence that FDA's fulfillment of and/or 
its ability to fulfill this charge has led to thn release of potentially harmful lenses, it did 
Hnd inadequacies and laxaties In FDA authority and activities inviting fraud, waste, and 
abuse in the testing and marketing lOLs, 

Until 1976, the FCA*s authority to protect consumers from hvmful and unreliable 
medical devices was severely limited. Extetlng authority was limited to provisions of the 
1938 Federal Food, Dnig, and Cosmetic Act a^ithorlzing action only if a defect was 
discovered after a product was in use. There was no requirement for premarket approval 
of medical devices. Moreover, the FDA had to bear the burden of proving the product 
was in fact dangerous or fraudulent. 

On May 2B, 1976, Congress enacted the Medical Device Amendments of 1976 
(Public Law 94-2 9 S). The law Yt&d carefully drawn in an attempt to avoid the adverse 
elfects attributed to the role of drug regulation In the United States. Control was 
Imposed only over the Industry, not over the medical community, and specific provisions 
were Incorporated to eliminate delays In certain regulatory considerations. 

The law requires that tha Department of Health and Human Services provide for 
the classification of medical devices intended for human use based upon their safety and 
effectiveness as follows: 

(1) Class I includes devices not purported to be for a uce which Is of substantial 
Importance in supporting, r 'Gaining, or preventing impairment of human life or 
health, and do not present a potential unreasonable risk or illness or injury, and for 
which general controls are sufficient; 

(2) Class II Includes devices for which it is necessary to establish a performance 
standard to provide reasonable assurances of their safety and effectiveness; and 

(3) Class in devices for which there Is insufficient information for the 
establishment of a performance standard to provide reasonable assurances of their 
safety and effectiveness, are purported to be for a use which Is of substantial 
inportance in supporting, sustaining, or preventing impairment of human life or 
health, or present a potential unreasonable risk of illness or injury. 

In addition, the legtslationi 

~ Authorizes the Secretary to establish a performance standard for clpss II 
devices. 

— Requires premarket approval for class lU devices and establishes procedures for 
such approvaL 

~ Places devices intended for humo t^^, Mfiich were not placed in interstate 
commerce before enactment of the amendments, in class UI. 

— Authorizes the Secretary to ban devices pr ^senting a substantial deception or a 
substantial risk of Illness or human Injury under certain circumstances. 

~ Authorizes the Secretary to notify all persons necessary under the 
circumstances to eliminate the risk presented by a particular device. 

~ Authorizes the Secretary to require a manufacturer of a medical device 
intended for human use which: (1) presents a substantial risk of harm to the 
public health, and (2) was not properly designed or manufactured, to repair, 
replace, or refund the purchase price of such device at no cost to the person 
using it. 

— Requires every person who Is a manufacturer, importer, o." distributor of 
medical devices intended for human use to establish and maintain whatever 
records the Secretary may direct by regulation. 

— Authorizes the Secretary to establish mandatory manufacturing methods for 
medical devices. 
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Requires the Secretary to provide for public access to information respectij^ 
the safety and effectiveness of devices, includif^ information respecting the 
adverse effects of the device on health. 

Requires manufacturers of medical devices intended for human use to register 
with the Secretary. 

Provides for an exception from the requirements of this act, under 
circumstances determined by the Secretary, to permit the investigational use 
of medical devices by experts qualified by scientific trainliv and eiperience to 
investigate the safety and effectiveness of such devices. 



Part 813 of Title 21 of the Code of Federal Begulations exempts lOLs from some 
of the more stringent premsrket clearance requirv.ments that other class m devices must 
meet. In part, this exemption is based on the t 9t that almost all lOLs are made firom 
same plastic material (PMMA) which has N)en been adjudged safe and effective for use in 
the human eye. 

The result Is that in most instances, all an lOL roanufacturer needs to do is file an 
investigational research protocol with FDA outlinir^ the method to t>e used to test a 
particular new lens. 

The FDA requires that a manufacturer's investigation produce results of the 
safety and efficacy of the lens after impIanUtion at least 500 patients. The daU 
should follow these patients for at least one year and the lenses should t>e iraplante<* hy a 
qualified investigator (essentiaUy defiried es Board Certified Ophthalmologists). This is 
called a "core" study. 

Since these ophthalmologist-investigators are required to document patient 
progress and produce 6 reports on each patient for manufacturer and FOA use, the FDA 
does not object to an lOL manufacturer'a paying the ophthalmologist for his work as an 
investigator. The FDA does not regulate the gmountpaid to Investteators. 

In addition to the core study, the FDA allows a manufacturer to conduct 
additional f<^ow-up studies called "adjunct" studies. Adjunct investigatora do not 
routinely have to prepare any reports for FDA use. FDA Informed the sti)Coramittee 
that data maybe available to the manufacturer upon request. FDA also states that FDA 
does not routinely review this data. 

Under this regulatory investigational exemption* manufacturers may arrai^ for 
the sale and implantation of the "investigational" lOL by any mirober of ophthalmologists 
in any number of pitients* The manufacturer may not claim that the lOL is approved or 
adju^^ safe and effective and, at least in theory, all patients receiving the lOL are to 
to be included in the investigational study. The manufacturer may arrange with any 
Board Certified Ophthalmologist to t>e an Investigator, and the manufacturer can pay any 
core or adjunct investigator anything that person wants as compensation for his or her 
services as an investigator. 



The FDA interprets the device legislation to mean that each lOL device produced 
by each manufacturer, even if Identical to another manufacturer approved lOL, must go 
through the investigational process. 

The FDA's Division of Ophthalmic Devices must approve each lOL, contact lens, 
contact lens saline solution, laser, and surgical device. The Division has a staff of 35 as 
of May 31, 1985 and has a pending backlog of 896 lOLs in prelnvsstigatlonal and 
investigational stages awaiting final approval. Aa of June 1, 19tS, the FDA had apprc ^ 
a total of 76 lOLs. Before the first lOL was flnalty ipproved by the FDA, over 500,000 
"investigational" lOLs had been implanted in patients* eyes. In April 1985, the FDA has 
Just approved the first lOL in over a year because the staff was diverted to revlewiiv 
other ophthalmic devices* 



Subcommittee staff has been made aware of the fact that numerous abuses of the 
FDA process exist. Several manufacturers have used the lOL investigational process as a 
way to avoid the antlHcickback and fraud laws. The manufacturers ar« ir. effect, payiiy 
bribes to ophthalmologists to use a specific lens by ca^Ui^ the bribe a payment for the 
doctor's services as an Investigator. This is especially prevalent in adjunct studies which 
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really do not place any additional work or reporting burden on the physician. Most 
manufacturers interviewed by Subcommittee staff acknowledged the existence of this 
problem and decried the absence of any enforceable Industry standards. 

FDA has Issued warning letters to manufacturers for problems related to 
investigational implants in large numbers of patients, but no further enforcement action 
was adjudged necessary by FDA. Despite the abuses of the adjunct investigational 
process, FDA stated that it "currently has the necessary authority to control adjunct 
studies." 

In May of 1985, the Chairman mailed a questionnaire to the Commissioner of the 
Food and Drug Administration. The questionnaire focused on the FDA's policies and 
activities related to the approval of lOLs. The questionnaire and the FDA's response can 
be found in Appendix C of this report. 
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B. Ttm Ofnee of the Xn^tor General 
1. 



The p'fic« of the Ifwpector General (OIQ) of the Department of HeaJth nnd 
ntnVL by Congreas in 1978. Congrta intended that the 

oiu i>e Independent of the protfrtm operations of the deptrlment and that the InsDeclor 
S*"*^!* ^ Secretary of HHS or to the Congrest. This was toassure 

that the 010 would have the approprUte sUf fitv and flexibility to combat fraud, waste 
and abuse within the department and the programs (IndudliK Medicare) which it 
administers* 

At the re<jwst of Chairman Pepper and the Subcommittee, an audit and a 
preliminary in^Uon were completed by OIQ to review pracUees In bOUnff and oavinff 
J^y^ ^ Medicare procram. The 010 staff reviewed a 
sutlstlcally valid sample of hospital and ophthalmologist bills to Medtcarv for cataract 
surgery. Their Investigation uncovered program waste and a considerabli« amount of 

2. BUnuffietarar Prastloas 

The Inspector General Investigation confirmed for the Subcommittee its own 
evidence of a number of Ulegal practices Involving the sale of intraocular ienses OOLs). 
The Inspector General concluded that -the circumstance that gives rise to fijcse rioof fs is 
the excessive Medicare paymente for the lenses." The 10 that the lOL 

manufacturers were extraordinarily profitable and that much of the Ulegal activity in 
can be attributed to some of their overly aggreislve salesmen. The Inspector General 
found that some of the lenses cost as UtUe as $35 to manufacture. A profit of $150 or 
more is not uncommon on some of these lenses. 

!• Provider CtefM for lOU 

. 7^ ^^^^^ ^^^^ proviOv maric-up for lOLs could even be higher than 
that of ^^e manufacturers. Lenses th« may cost a provider $l50-$250 were found to 
have been charged to Medicare at prices from $300 to over, $700. Thus, orovider mark- 
ups ranged from $50 to $550. ^ 

As stated earlier, when cataract surgery covered by Medicare is performed on an 
outpat ent basis, the Medi-are patient must pay 20 percent of tlw provider's lOL cost. 
The OIG Investigation uncovei^ distances where the mtrk-x^ was so high that the 
patients 20 percent payment was more than the provider's original cost fo. the lens. 

, ^ 9'^ *"y .^tUtlonshlp between what Medicare was billed and 

paid for, and providers' original cosU foi' lOU. 

Charges were even more astonishhv when ophthalmologists rather than hosoitals 
tA^ Medicare for lOLs. The ra',»ge of prices paid by doctors were from$0 to 

$425. The Inspector General found a wrUl teown physician who received 1600 free lOLs 
In exchange for the use of his name in marke.Ii^ the tense. He billed Medicare $500 for 
each of these "free" lenses. Last yuur he made $80,000 profit just on lenses - $65,000 
was paid by Medicare and $15,000 by his patients. Including surgical fees, this doctor 
received over $M miilioo from tie Medicare pi-ogram. » oocior 

The In^tor General concluded that, rsinee the Medicare program is wOlimr to 
pay 200 percent to 500 percent of Ow prcvloer^ cost 'or these lenses, it Is not surprising 
that ripof f schemes are prevalent*" 

Based on a statisUcally valid sample, OIG found that last year alone. Medicare 
paid ophthalmologists $6.5 mUUon more that their lOL costs, and beneficiaries paid them 
an additional $2.8 million. Based on a review of hospital costs and charges, OIG 
estimates that overall $50 mUUon was wasted by Medicare last year just for lOLs. 

4. Fm rn j ^ m ftr mfmm 

In addition to the problems of lOL costs, the Inspector GeneraTs investlMtion 
revealed other problems related to cataract surgery paid for by Medicare. 

Medicare pays separate bills for cataract surgery to the surgeon, the 
anesthesiologist, and sometimes an assistant surgeon. The fee Medicare pay* for the 
surgeon s services was determined before the technological changes and advances in skiU 
made cataract surgery less time consuming and compUcated. Medicare pays between 
$960 and $2,000 to the surgeon for an operaUon usuaUy performer* in 30 minutes. Many 
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ophthalmologists were paid more than $1 million by Medicare in 1984 for cataract 
surgery. One Florida surgeon performed over S,OOC surgeries in 1984 and received $6.4 
million in reimbursement. In the state of Texas alone, six ophthalmologists were paid 
over $1 million by Medicare in one year. 

The OIG study corroborates one of this Subcommittee's most frequent findings: 
Medicare's reimbursement methods are unable to keep up with technological changes 
which can substantially lower charges as well as raise them. 

In addition, an OIQ audit finds little or no Justification for Medicare 
reimbursement for an assistant surgeon In the performance of cataract surgery. These 
duties are Just as competently performed by a nurse or other skilled personnel. The 
Inspector General estimates that eliminating these payments could save Medicare 
between $150-$200 million over a five-year period. 

Over 90% of cataract surgeries now involve a local anesthetic— fre\iuently 
administered by the surgeon. Medicare nevertheless pays the same amount ($120-$3SO) 
to the anesthesiologist (if one was present during the operation), if he or she used general 
anesthetic. The Injector General questions the necessity for Medicare anesthesiologist 
payment for any but the most complicated cataract surgeries. At the least. Medicare 
reimbursement should reflect differences in depending whether general or local 
anesthetic was used and whether the anesthesiologist merely was on ''stand-by** for the 
surgery. 
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a Health Cm FinMidi«AdminittntiQii(HCFA) 



The Heallh Care Financing Administration (HCFA) within the Department of 
Health and Human Services Is the Fe<Jeral agency re\,oni-ible for the administration and 
oversight of government reimbursement for cataract aurgery through the Medicare 
program. The Subcommittee found serious inadequacies in HCFA'a oversight and policy 
in thb area resulting In the waste of over $1.2 billion in Medicare funds. 

The Medicare program, which began on July 1, '966, was authorized by the Social 
Security Amendments of 1965, which added Title XVUl of the Social Security Act. 
Medicare pays for much of the health care costs for eligible persons aged 65 or older. 
The program Is administered by the Health Core Financing Administration (HCFA), a 
component of the Department of Health and Human Services (HKS). 

HCFA administers Medicare through a network of contractors, such «v* Blue Cross 
and Blue Shield, to process Medicare claims and to make payments on belu^lf of the 
government. The contractors that pay Institutional providers, such as hospitals and 
nursing homes, are referred to as part A Intermediaries; the ccntractors that pay for the 
services of nonlnstltutlonal providers, such as doctors, laborato.-les, and siopUers, are 
called part B carriers. -^r^ 

In fiscal year 1984, Medicare paid about $42 billion to the approximately 6,000 
hospitals that participate In the program. We estimate that expenditures for InjMitlent 
and outpatient services for cataract surgery under Medicare In fiscal year 1985 will 
amount to about $3.5 billion. 

From Medicare's inltUtlon on July 1, 1966, untU fiscal year 1984, the program 
paid hospitals, on a retrospective basis, their reasonable costs of providing covered 
services to beneficiaries. Although the reasonable cost methodology included provisions 
designed to control Medicare cost growth, there was a general concern that this payment 
system did not give hospitals sufficient Incentives to provide care economically and 
efficiently. As a result of this concern, the Congress enacted as part of the Social 
Security Amendments of 1983 (PubUc Law 98-21) a hospital prospective payment system 
for Medicare. Under the new system, the amount a hospital will be paid is determined 
before the period In which the payments are made, and normally payments are not 
adjusted retrospectively to reflect actual costs. The payment rate depends on Into which 
diagnosis related group (DRQ) the case is classlflod. The prospective payment system Is 
being phased In over 3 years beginning in fiscal year 1984, and eventually hospitals wUl 
be paid a unIfor,n rate (adjusted to reflect variations in local wage levels, urban or rural 
locttMon, and teaching status) established for each DRQ. 

Each DRG contains diagnoses which are expected to be closely related in the 
extent of resources devoted to treating patients. DRG 39, Lens Procedures, which 
includes the removal of cataracts, resulted In over 395,000 discharges during fiscal year 
1984. in addition, DRG 42, Intraocular Procedures except Retina, Iris and Lens, which 
wds Intended to cover complications of cataract and other eye operations, resulted in 
almost 35,000 discharges. HCFA was unable to provide us with accurate data on the 
number of ncn-DRG Inpatient cataract operation performed in 1984. 

The Social Security Amendments of 1983 also strei^hened the role of utilization 
and quality control Peer Review Organizations (PROs), which are usuaUy statewide 
bodies of medical professionals under contract with HCFA to review the medical 
necessity and appropriateness of health care services provided under Medicare. The 
amendments require hospitals, as a condition of receiving Medicare payments, to enter 
into a contract with the PRO covering their area, to review such factors as quality of 
care and utilization of services. The legislation also specifics that PROs will review the 
validity of diagnostic information provided by hospitals and the appropriateness of 
admbsions ar^ discharges. HCFA required most PROs to review every Inpatient 
cataract surgery procedure arid to deny payment for all that are unnecessary. The 
primary focus of the PROs however is to ensure that no cataract SwTgery be performed 
inpatient if it can be performed outpatient Instead. The assumption behind this policy is 
that outpatient surgery is less exi>enslve, and less traumatic for the patient. 

Despite the fact that HCFA is rapidly forcing most caUract surgery from 
inpatleiit to outpatient, we have boen Informed that "Data on procedures for outpatient 
hospital services are not collected." No data was provided for other outpatient locales. 

Hence, HCFA In effect has no practical way to evaluate the effectiveness (or 
ineffectiveness) of the poUcy they are Implementing. 

As discussed In Section I B(l) of this report, HCFA has no uniform poUcy requiring 
its carriers and intermediaries to cap reimbursement for lOLs. This allows for great 
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ii..ith'?."*^c^' Chairman mailed a questionnaire; to the Administrator of the 

Medicare payments 'associated wlth"1.t«acf's^r^e^ "^'^es?io,^L\^' Zl^^JHi 
response can be found in Appendix D of this report? questionnaire and HCFA's 
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VIL POUCY RECOMMENDATIONS 

It is apparent that eatvact surgery represents the best and worst of modern 
medicine. The Subcommittee is impressed with the technological Advances made in the 
last five years. Cataract surgery is now faster, less painful and more effective. For 
literally mii lions of senior citizens these improvements have provided the precious gift of 
better vision. 

From the taxpayers' perspective, however, cataract surgery is an unmitigated 
disaster. With almost 50 percent of all the money ipent on cataract surgery drained 
away by fraud, waste and abuse, Americans are losing up to $2 billion annual^. If 
nothing is done, upwards of $12 billion, $10 billion by the Medicare program alone, will be 
lost by the end of this decade. 

At a moment in time when Congress is struggling to find ways to reduce the 
soaring Federal deficit, often by making difHcult and painful program redJcUons, we 
cannot in good conscience ignore this grand scale squandering surrounding cataract 
surgery. 

With some improvements in program administration and legislative changes, we 
could continue to provide necessary and effective cataract surgery, enjoy its rich 
benefits, but without the fraud, waste and abuse. During the course of its Investigation 
the Subcommitee has developed a series of recommendations — to the Congress, Federal 
agencies, senior citizen consumers and others — aimed at providing these much needed 
improvements* 

— Congress should consider legislation which would limit Medicare payments for 
cataract surgery performed in a hospital outpatient or ambulatory surgical 
center setting to some percent less than that paid for the same In a hospital 
inpatient setting. Information on cost savings, program effectiveness and 
patient well-being derived from this change could serve as a basis for adopting 
this policy for all surgical procedures performed In different settings. 

~ Congress should consider legislation eliminating Medicare payments for 
asssistant surgeons for all outpatient surgery unless preapproved by the PRO or 
Medicare carrier. 

— Congress should consider legislation requiring HCFA to set strict policy and 
reimbursement limits on anethesiologist bUls— paying only for general 
anesthesia anod only If preapproved. Medicare should only pay a nominal 
amount if an anesthesiologist is only on "stand by". 

— Congress should consider legislation requiring Medicare to pay cost and not 
charges for all prosthetic devices. 

— Congress should consider legislation giving FDA authority to regulate amounts 
paid by manufacturers to Investigators of all types of Investigational devices. 

~ Congress should consider legislation to require the Congressional Office of 
Technology Assessment (OTA) to conduct an annual review of changes in 
technology and skill Involving artificial devices and organs and their 
implantation and to advise the Secretary of DHHS to refleet changes in 
Medicare charges. 

— One distressing finding of the Subcommittee is that from 23%-36% of all 
cataract surgery may be unnecessary. Instances of senior citizens with perfect 
20/20 vision being operated on were reported. We therefore strongly 
recommend that anyone needing cataract surgery seek the opinion of at least 
one other qualified doctor before undergoing surgery. Unnecessary surgery is 
not only wasteful but can adversely impact on the patient's health and well- 
being. 

Health Care Financing Administration (HCFA) 

The Subcommittee is dismayed that HCFA is busy implementing a policy of 
totci^i all cataract surgery from Inpatient to outpatient basis, without collecting any 
data to allow It to evaluate how this policy Is woricing. We are distressed that HCFA has 
not made any effective effort to control the excessive charges made by hospital 
outpatient departments, or for unnecessary prof^onal services In all surgical 
procedures. 

— HCFA should Immediately begin to collect and analyze data on all outpatient 
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surgeries reimbursed for by Medicare to determine their costs and 
effectiveness. 

— HCFA should immediately implement and enforce a uniform policy for its 
carriers on payments for IOLs« 

Food and Drug Administration 

The Subcommittee is distressed that FDA has allowed the continuation of adjunct 
studies of lOLs. We see these studies as wasteful and of little if any use. FDA dc^s not 
use the data collected from these studies. Many of these studies are required of lOLs 
which are identical to those already approved for use. 

The Subcommittee is also distressed that FDA has scant little control over who 
conducts investigations of nonapproved devices* what these Investigators are paid by the 
manufacturers of these devicesi and the extent of commercialization of nonapproved 
devices. 

— The FDA should immediately take steps to eliminate adjunct studies for lOLs. 
~ The FDA should take steps to reduce its backlog of devices awaiting approval. 



UjS. I>ei)artment of Justice 

The L>epu tment of Justice should actively seek out and prosecute cases of fraud 
and abuse involving cataract surgery and the sale of lOLs. 

Ophthalmology Profession 

The professional associations should formally censure the types of improper and 
illegal sales inducements outlined in this report. 
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Vm. CONCLUSIOH 



The Subcommittee found that cataract surgery — the moat frequently reimbursed 
major surgical procedure under the Medicare program — Is frai^t with fraud, waste and 
abuse. As this report has shown, there is reason to question the necessity or validity of 
haif of the dollars that Medicare pays for cataract surgery — as much as $2 billion of the 
$3.5 bUUon we pay for this miraculous procudure is drained away Inappropriately. 

At a moment in time when Congress is struggling to find ways to re<^ce the 
soaring Federal deficit and retain important income and health benefits for senior 
citizens, often by making difficult and painful program nducUons, we connot in good 
conscience ignore this grand scale squandering surrounding cataract surgery. 

With some improvements in program administration and legislative changes, we 
could continue to provide necessary and effective cataract surgery, enjoy its rich 
benefits, but without the fraud, waste and abuse. 

It is our hope that this report wUl lead to much needed reform and that the 
mliUons of Americans who wUl be seeking this surgery will get the moat appropriate and 
/affordable care available. 
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IX. GLOSSARY OP TERMS SPECIFIC TO THE CATARACT INDUSTRY AMD 
AM AMATOMY OP THE EYE 

Glossary of Terma 

aphakia : the absence of the natural lens of the eye, most commonly the result of 
cataract surgery. 

ASC or Ambulatory Surgical Centers : operating rooms located outside of hospitals 
in which outpatient surgery Is performed. 

cataract : a cloudy or opaque area in part or all of the transparent lens located 
inside the eye. 

cryoextraction : an Intraocular extracticn technique by which a cataract is frozen 
and removed using a vrsry cold probe. 

DRG or Diagnostic Related Group: one of 468 categories for disease and disorders 
upon which Medicare part A bases its reimbursement schedules. 

extracapsular extraction : method of cataract removal in which :he clouded lens Is 
removed along with the front portion of the lens capusle, while the rear portion of the 
capsule is left behind. 

Healon (Sodium Hyaluronate) : a thick, gel-like, man-made material injected into 
the eye to maintain Its shape during surgery. 

Intracapsular extraction : method of cataract removal in whici the entire lens 
capsule is removed along with the clouded lens. 

lOL or intraocular lens : a synthetic lens Inplanted in the eye use<* replace the 
natural crystalline lens« 

prosthetic lenses : lenses which work in conjunction with or replace the natural lens 
of the eye. Including glasses, contact lenses, and lOLs. 

vitreous humor t a very thick, gel-like natural material found in the eye that serves 
to maintain the spherlca shape of the eye. 
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An Anatomy of the Eve 




Come* 



Im 



Pupa 



Comea: the clesr membrane covering the exterior surface of the eye. It is 
reponsible for focusing the Ught rays on the retina^ and Is misshapen in conditions such as 
astigmatism, nearslghtedness,and farsightedness. These conditions are usually corrected 
by glasses or contact lenses. 

Iris: the colored portion of the eye which forms a ring around the pupil. 

Pupil: the aperature which permits Light to enter the eye. The diamefv is varied 
to alter the amount of light permitted to enter depending on the brightness of the 
environment. 

Sclera: the white of the eye. 

Lens: the lens functions to allow the eye to change its focus between near and far 
objects. 



Vitreous cavity: the large chamber behind the lens, filled with vitreous humor, a 
very thick gel-like fluid which maintains the shape of the hollow eye. 

Retina: sensory sight of the eye where light input is transformed into electrical 
neural input so that it can be interpreted by the brain. 

Macula: the area of the retina containing the highest density of rods and cones, the 
specleilzed cells which transform light into neural Information. Tht macula is reponsible 
for fine discriminative vision. 

Choroid: the portion of the eye containing the blood vessels which supply the 
retina. 

Optic nerve: the nerve which transmits the visual input from the eye to the brain. 




crystalXlnt lens 



ERIC 



55 



NAME: 

ADDRESS: 



APPENDICES 
APPENDIX A 

OPHTHALMOLOGIST QUESTIONNAIRE 



TELEPHONET 



la. How many patients did you see/treat in 1984? In 1983? 

lb. What percentage of your patients are over the age of C5? % 

2a. With wnich Intraocular lens mam facturer do you do business? 



2b. Are you an investigator for this manufacturer? YES NO 

3. Are you aware of any of the following types of purchasing arrangements which may 
be employed by intraocular lens manufacturers/sales representatives? 



YES NO 



a. Awards of vacations to physician; for pur- 
chasing a certain number of intrcoc^ilar lenses 

b. Disccunts to physicians for volume purchases 
of Intraocular lenses 

c. Gifts of stock in your compaiiy to physicians 
who purchase a certain number of Tenses 

d. Cash rebates to physicians who purchase from 
your company 

e. Free intraocular lenses provided to physicians 
after they have purchased a certain number from 
your company 

f. Progressive discounts for repeat volume orders 

g. Other (please specify) 



Please describe any other purchase arrangements you are aware of. Abo, please tise this 
space to elaborate on any ''Yes" answers above. 



4a. Are these arrangements being offered by the manufacturers or manufacturer 

salesmen with whom you do business? ^YES NO 

4b. To your knowlcdgei are these arrangements being offered by other manufacturertT 

YES ^NO If yes, by whom? 



Do you consider these arrangements to be kickbacks, bribes or other improper 
inducements? YES ^NO Elaborate, if necefc-wy. 



Have you ever decUned to participate In a purchase arrangement similar to thoaa 
described above, or others? YES ^NO If yet> why? 
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7. If you participate in a purchase arrangement which provide^ d finsnciel incentive or 
benefit tor dealing with a particular company, do you pass along the savings to your 

patients and any affected third party payor? YES ^NO If yes, please 

explain how you pass these savings along to the Medicare program or 
beneficiary/patient. 



7a. How much financial benefit 1$ derV ed from this plan? ^ 



8. Do you feel that intraocular lens manufacturers/sales representatives should be 
free to offer incentives to physicians to purchase a particular brands of lens? 
Yes ^Ko Why? 



9. Would you be willing to testify before this Subcommittee on y^ur experience and/or 
knowledge of intraocular lens purchase arrangements? Yes ^No 

11. Please feel fr^;e to share any additional thoughts you may have on attached sheets 
Or call us at (202) 226-3381 with this information. 



PLEASE RETURN COMPLETED QUESTIONNAIRE TO: 

SOBCOMMnTBE ON HEALTH AND LONG-TERM CARE 

Select Committee on Aging 

E2-377 

UJ5. House of Representatives 
Washington^ DC 20515 



Thank you In advance for your prompt response. 
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APPENDIX B 

INDUSTRY QUESTIONNAIRE 
(Please attach additional sheets if needed) 

Name of Firms 
Address: 



Contact Persom 
Telephone: 

1. In how many states do you operate? 

2. What were you total assets In 1983T In 1984? 

3. What were your total gross revenues from sale of Intraocular lenses for 
1983? 1984? 

Could you please furnish us a cogy of your most recent annual report? 

4. How many pvM>ple does your company employ^ How many arc involved In 

marketing your Intraocular lenses? ~ 0?~these, how many arc sales 

representatives? How many arc administrative? Other? 

provide a distribution by state. 

5. Are your sales representatives your employees or are they independent con- 
tractors? Employees % Independent Contractors % Others <q>ecify) % 

6. Do you provide company training relative to intraocular lens sales to your sales 

representatives? YES ^NO. If yes, could you please provide me with a copy 

of your training manual. 

Is it mandatory to undertake this training before selling your lenses? 
YES NO If not, why not? 



7. Do ycur sales representatives work on a salary basis ^96, commission basis 

%, or combination of the two? % 

8. What is the average yearly income (excluding benefits) for your intraocular lens 
sales representatives? 

9. Are you aware of intraocular lenses being marketed undsr any of the following 
sales plans? 



YES NO 



a. Atvards of vacations to physicians for pur- 
chasing a certain number of intraocular lenses 

b. Discounts to physicians for volume purchases 
of Intraocular lenses 

c. Gifts of stock In your company to physicians 
who purchase a certain number of lenses 

d. Cash rebates to physicians who purchase from 
your company 

e. Free inti aocular lenses provided to physicians 
after they have purchased a certain number from 
your company 

f . Increasingly greater discounts to physicians 
who make repeated volume orders. 

g. Other (^ecify) 

O Please attach sheet to elaborate on any "Yes" answers above. 
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10. Have you or your sales representatives ever employed these techniques? Please 
describe any other marketing plans your company employes. Also, please u$< this 
space to elaborate on any "Yes" answers. 



Are these company plans or are they employed on an optional basis by Individual 
sales representatives? If so, which ones? 



11. If your company does not employ any marketing plans similar to thosa above, «r« 
you, nevertheless, aware of any companies which utilize such plans? 
YES ^NO ' 

Please identify the companies and/or nature of th^ Ir marketing plans. 



12. What Is the purpose of employing these marketing techniques? 

13. If your company employs a marketing plan which offers a financial Incentive or 
benefit to participating physicians, do you advise them to pass along their benefit 
in terms of cost savings to the patients and third party payors? Ye^ No 

If not, why not? 

If yes, how do physicians pass along savings under your plar^? 



14. Have your representatives ever been approached by physicians asking for special 

considerations, money or other Inducements for using your lens? Yci ^No 

If so, please explain. 



15. How would you characterize t:»e nature of the Industry? ^Competitive 

Non-Competltlve Very competitive 

16. Would you be willing to testify before this Subcommittee on the marketing of 
intraocular lenses? Yes ^No 

17. Please feel free to share any additional comments you may have on attached 
sheets, or call us at (202) 226-3381 with this Information. Thank you for 
responding. 



PLEASE RETURN COMPl£TED QUESTIONNAIRE TOs 
Subcommittee on Health and Lonr^erro Care 
House Seleet Committee on Aging 
H2-J77 

V£» House of RepresenUUves 
Washington, DC 20515 
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APPENDIX C 




U9^ C w^^n *« 



SOfCT COMMimC ON ACtNO S?3?i?SiS«i*ifc* 

fWCOMMnnc ow hiaitm amo lONcnitti cam IT.ii'SiSr^*** 
nraitHngton, AC 20515 J:st,rs:^i£^ 



May 22, 1985 
Denr Dr. Yooog: 

The Subcommittee on Heolth and LoeiQ^Tcrm Core of the House Select Committee 
on Aging \t Investigating o nurT^>er of b/ues Involving catoroct surgery. To this end, we 
woula very much appreciate your ogency providing us with the following InformotSom 

o How many Interoculor lenses (IOL*«) hove received finol FDA opprovol? 

o How many jOL's ore oppr^^ed for core !nvestIgatIonQl study? 

o How many lOL's ore opproved for adjunct studies? 

o How many lOL's ore owoltlng opprovol to begin Investlgotlonol studies? 

o What Is the ct^rent staffing of the Division of Optholmic Devices and what 

Is the overall pending workTood? 
o What specific steps hos FDA token to prohibit overcommerclolizatlon of 

univestlgoted lOL's? 

o Hos FDA Investlgoted or token any compliomce octlons ogolnst any lOL 

monufocturerS? To what use does FDA put odjunct studies? Should FDA*s 
outhorlty to control odjunct studies be changed In ony monner? 

o FDA's authority to regulote devices Is almost ten yeors old In light of your 

experience In this oreo, ore there some legislative or regulatory mondotes 
which should be changed either to simplify proceftures or to stref)gthen 
regulatory authority? 

We would tike to osk that we receive this In^rtont Information by June 3, 1985. 
If you or your staff hos any questions regordlng this request, please contoct the 
Subcommittee Staff Director, Kathleen Gordner Crovedi, at C202)226-320l. 

Kindest regards, ond, 




Fronk E. Young, MX)., Ph.D. 
Commissioner 

Food ond Drug Administration 
S^FUhersCone 
Rockvllle, MD 20QS7 

CPipgr 
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OEPARTMENTOF HEALTH ft HUMAN SERVICES 



Pubic HMHh S«rvlc« 



Food •nd OniQ A^'nkiivt'Vtkm 
Rocliv«8M0 20ai7 



Ih* HooocvtoU CUuS* P«pp«rr 

ChaiTnuv BabccranlttM oo HMlth jgi, 0 8 16S5 

8*l«ct OansLtU* OQ Agiog 
oC Hipr mnr i t lVM 

Uaahlngtocv D.C. 30515 

DMT Nr. ftVPtrt 

I vrit* to tiply to your l«tt«r dktad Hay 22, 1965 rvgitiding thft Itod 
«x»d Dni9 MlnUtntloo's Ixitnocular l«m (lOL) ftctivitiM. I mm 
pXaftMd to mXialt. th* «acl0Md infoqntioa %4ilch dttAlli tht Agux^** 
•ctlviU««# toth la tmnm ot pcootwin^ irHontioqi for vmt 
invMUgfttlookl products as wall m miiovrmmii. ct th» jpni—K. rulM 
axvl atatutocy raq(airMM3ts« 

DicIOMd Is aiitsriAl nqxxmiva to your qjMtloos en tSM Agtncy's lOL 
program. I will tea happy to provlda aiv atWltlonal Inftxaatioa you 
nay want on thia Ijqpoctant laaua. 




Slnoaraly youra. 



dcloaura 
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RESPCX4SE TO HR. PEPPER'S REQUEST K» INFXDRWiTIOW ON INTRAOCaLAR LENSES 



Responses to queations redaed in Mr. {Pepper's lettar are provided in 
the order in which the qjestionft appeared in the May 22, 19SS, letter. 
Hm intraocular lens (lOL) utilization data provided in iterrm 1 
through 4 are tased upon data obtainet? from a tel^ihone survey 
conducted during the %mk of May 30 thcough JUne 3, 1965, of 18 lOL 
manufacturers that are operating unter «^roved investigational device 
exeiiption (ICe) applications. Although HVi has not verified the 
accuracy of each and every runber ptx3Vit'.ad ty the nnnufacturera, vm 
have no reason to doutx their accuracy* 

1. Question t How many lOLs have received final FTft approvad? 

Response : As of May 31, 1985, prenarXet approval applications 
(FMAs) had tjeen approved for 7 different nanufacturers to iiarket 76 
different lOL nodels. Ihese 76 models include 59 posterior chamber 
lOLs hf 6 different nanufacturers, 11 anterior chamber IOLa hf 4 
nanufacturers, 4 iridocapsulCir lOL models ty 2 manufacturers, and 2 
Iris fixation lOL nodels l:y 1 nanufacturer. 

During the period of Janoary 1, 1984, through Den^nter 31, 1984 
(in 3om& instances Pebaaary,1, 1984, through January 3.' 1335 )i 
approximately 103,043 approved lOIs were inplanted. 

2. Question t How many lOLs are approved for core investigatior^ 
studies? 

Response : As of Mc^ 31, 1985, 313 different lOL models had been 
approved for core xnvestigatior^ studies for 16 different 
manufacturers. During the period identified in the second 
paragraph of the response to item 1* approximately 23,497 core 
Investigational lenses were Inplanted. The nodels include 164 lOL 
nodels nade of standard polymethylinethacrylate (EM«i), 135 models 
made of I'Wl plus UV-dbsorblng naterials, ani 14 models niNde of 
soft naterisLls. 

3 . Question : How many lOLs are approved for adjunct studies? 

Response : As of May 31, 1985, 531 different lOL models had been 
approved for adjunct studies 17 roamfacturers. IXiring the 
period Identified in items 1 and 2, approximately 714,286 adjunct 
Investigational lOLs were iJiplanted. Ihe trodels included 346 
nodels made of standard F^f«l and 185 models made of VtWi plus 
UV-dbsorbing materials. 

4. Question : How many lOLs are awaiting approval to begin 
investigational studies? 

Response : As of May 31, 1985, 52 different I<Xi models are 
awaiting approv: to begin invetitigational studies (i.e., the IDB 
applications have been at FCA for feMec than 30 days) . These 
models Include 7 lOLs made of standard VtfVi, 44 lOLi made of FWA 
plus UV-^bsorfalng nateri2as and 1 lOL made of soft naterial. 

5. Question : What is the current staffing of the Division of 
qphthalraic Devices (DC©), and v*jat is the cwerall pending worW-oad? 
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itesponse : DOD is the largest of seven dlvisiow in FDA's Center for 
Devices anJ Radiological Health (CDRH) Otfice of Device Evaluation (ODE), 
with 35 full-time equivalents (FTEs) currently on tjoard. TWenty-five 
percent of 0OE*s scientific review personnel are allocated to DOD. To 
oonpensate for grwing workloads, staffing of DOO has been increased ty 
S.*^ PTEs since the beginnirq of Fiscal Year (FY) X985, despite a 
reduction in overall resources in FEA's CWW. 

DOD has three tranches: the Intraocular Lens Branch, the Contact Lerw 
Branch, and the Surgical and Diagnostic Devices Branch. 

Ojrirq the first half of FY 1985, the incomlrq workload of DOO was as 
follows: 

No. !teceived DOO's Share of 

Type of SutaTiisaion by DOD Total ODE Subrdssions 



Premarket Notifications 



(5lO(k)s) 


98 


4% 


IDE Applications 


26 ; 


28% 


IDE Su^lements 


463 


36% 


FMfts 


23 


52% 


IfVi Supplements 


89 


45% 









Total 699 17% 



*DOD's share of total ODE workload (number of inconirq sutanissions 
weighted b/ * 3source-intensiveness) equals 27%. 

currently, the follcwirg numbers of 'nibntosiona are under active review 
in DOD: 

DOO's Average 
Response Tute (Days) Par 
Type of Sufcnussion No. Under Review Sutanission, First Half FY '85 



Prenarket Notifications 



(5lO(k)s) 


26 


94 


I££ Applications 


9 


55 


IDE Su^lements 


750 


34 


FNAs 


42 


356* 


PMV SuppleJiients 


?28 


287* 



•FMA review tunes arc for "initial" decision the first decision on thi^ 
apptxwability of the application after it has been accepted for filirq — 
excluding tLne for manufacturer's responses to scientific deficiency 
letters. 
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6« Questiion : What specific stc^ has FD/i taken to prohibit ever- 
oommBrcialization of uninvestigated lOLs? 

Ite^xanse : We are xv>t certain vAiat you mean ty uninvestigated iOLs« 
Therefore* v« are directing our response to the stepa ^ich has 
taken to prevent the conmarcialization of investigational ioLb and 
those lOliS that FDPV has not approved. 

The IDE regulation for ioIa (21 CFK Part 813) alloys sponsors to 
charge for an lOL, provided the eponsor* in the IDE application* 
notifies FD\ that there will be a ctiarge to investigators an! 
subject* fioc the davice (813.20(b)(15)). No fiirther infonnation 
regarding charges is generally subndtted or recjuested* 

Other steps that FCA has taken to iLidt the convnercialieation of 
investigational lOLs Include limits on the promotional practices an) 
advertising ty sponsors and investigators • Ragulation 21 CHI 813*50 
prohibits the sponsor or ary person acting for or on behalf of the 
8pon»at to disseminate any promotional material that rq>resent8 that 
the lens being investigated is safe and effective for the purposes 
for which it is being investigated* Such claijns are also prohibited 
in advertising and in the representations made at trada shows or 
professional conferences* Such claims voald provide cause for 
vlthdrawal of approval of IDE or other regulatory action* FD\ has 
developed a **(;uidellne for Reviewing Notices of Avallabill^ for 
Intraocular Lanses** (enclosure 1) vfiich has been widely distributed 
throughout the lOL Industry. This Adeline outlines infonnation 
that wculd Xm acceptable to FD\ in notices of availability of IOIa* 

Please refer to enclosure 2 in rq>ly to CXiestion 7a (section 813* 50. 
pages 4*5} for a sunnary of actions taken ETA against f inns that 
promoted the use of their iCds during their investigat-lon* 

7a* Question : Has FD\ investigated or taken ary conpliance actions 
against any lOL mamfacturers? 

Response : FCA's regulatory actions regarding Idi investigations are 
sumarlzed in enclosure 2* These actions were based on violations of 
the lOL regulation (21 CFR 813) and on reviews of IDG {plications 
suboitted in accordance with the lOL reflation* 

7b. <Xiestion : To vAiat use does FDfV put adjunct studies? 

Rsaponse : FCA requires that data frora these studies be available to 
the sponsor upon request* 

Adjunct visual acuity and coqplicatlon rate data have tsen used to 
confirm core data 2dthouc^ these data are not routinely reviewed in 
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Under section 813.153 of FD\*t rogulatlons. If during an 
investigation a serious advers* reaction occurs tnat nay reasonably 
i» regarded as lens related and ti)at was not anticipated in nature, 
severity, or degree of incidence in the investigational plan 
(adverse reactions include ary incidence of hypppyon, intraocular 
infection, acute corneal decaqpetaatlon-^r ary eecondiaty surgical 
intervention), the investigator nust investigate the reaction and 
sutinit an accurate and adequate report of the investigatico to the 
sponsor witnin 5 days. The Q)onBor in turn nust report the ad^/erse 
reaction and results to FOi within 5 days. All adverse reactions 
(core and adjunct) are analysed ly the sponsor and FIA for m 
approval purpoees. 

7c. Oiestion i Should FD^'s authority to control adjunct studies be 
changed in ai^' manner? 

Response I No. FTA currently has the necessary authority to control 
adjunct studies. The Investigatioral Device Exenptlon Criticism T^sJc 
Force recently considered this question and concluded that additional 
authority to control adjunct studies is not necessary. Haw adjunct 
studies (which are not fipecifically mentioned in 21 CFR, fert 813) 
are controlled is a natter of FIIV policy and interpretation of the 
regulations. 

As you )axM, vihen FDH initially began regulating lOLs under the 
Medical Device Anendnients of 1976, while Congress was comidering 
these Amendments, some cphth2ditDlogists expressed concern that the 
new law wsuld unduly inhibit the development of lOLs; icis were on 
the narket at that tiios. 'Rierefbre, Congress directed FD\ to erwure 
that lOLs continue to be made '^reasonably available** to qualified 
investigators to inplant v^iile data were being collected that vculd 
eruble FDh to decide vAiether lois should be c^roved for general 
narketing. me adjunct study was designed to fulfill that pccpose 
and to collect data on infrequently-occurring ccnplicatione. 

At this tine EDA believes that because a large mmber of lOL, nodels 
have been granted FMA approval and FMA approval Is imrlnent for 
several other nodels, the Congressional mandate o£ assuring that lotB 
be made **reasonably- available** has been met. Ebr this reason, FCA is 
reexamining its policy of allowing sponsors to include adjunct study 
patients in their inves d.gational protocols. EtA is developing a 
policy on (a) whether investigations c£ new TOSm flftxxild be restricted 
to core patients; (b) whether and how additional patients ney be 
entered after subnission of a VWi to FDA; and (c) what should be done 
abcut ongoing investigations that include adjunct studies. 
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Question : FEW'S authority to regulate devices is almost ten years 
old. In li^t of your ejq>erienoe in this area* are there some 
legislative or regulatoiy .tes which should be changed either to 
sinplify procedures oc to strengthen regulatory authority? 

Response t On April 23, 1985 Secretary Heckler subnitted to CSongress 
a legislative proposal that would sinplify the nodical device 
standard-setting process (i.e., streanaining the current five-step 
process into a Xvo-^tep process) and would provide discretionary 
authority for the initiation of such standards. That proposal has 
been introduced as H.R. 2177. 

In addition, FCA has recently undertaken an intensive reviett c£ the 
Medical Device Progranu Ihis review resulted in the establishment of 
11 task forces to review the following areas t civil penalties, 
device definition, education, good nanufacturing practices, 
investigational device exenption, prenarket «pproval, pceanendment 

prenarket notification, reclassification, 518(b) and the effect 
of the Medical Device Amendments on snail business. 

These task forces have conpleted their deliberations and are in the 
process of finalizing reports that nay contaxn reoomronaations for 
changes m management processes, policy, regulations, and the 
statute. 
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Enclosure 1 



GUIDELINE FOR REVIEWING NOTICES OF AVAILABILITY FOR INTRAOCULAR LENSES 



a. be limited to information needed to adequately inform physicians 
of their availability for investigational use; 

b. be placed only in medical or scientific publication whose 
readership is composed of physicians or institutions providing 
ophthalmo'iogical services; 

c. not include claims, either overt or implied, that the lenses are 
safe or effective for the purposes under investigation; 

d. include only objective statements concerning the physical nature 
of the lenses; i.e., size, power, composition, etc.; 

e. not include comparative pictorial descriptions, but may include 
reasonably sized drawings or photographs of the lenses; 

f. include the following statements, prominently displayed in type 
consistent with other type in the notice; 

"Caution - investigational device. Limited by Federal (or 
United States) law to investigational use." 

g. include the name and address of the sponsor and may include 
. statements describing how they can be obtained. 

In the future our staff will use the above for guidance when reviewing 
material for possible violations of 21 CFR 813.50. 



Division of Coiipliance Operations 
May 1981 
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Enclosure 2 



iXTRAOCULAR L£N$r$ (IQLs) 



Section 813.25(a) : 

1. On 11/2/82, Precision Cosmet was issued c letter regarding the high 
rate of macular edena with the lenses implanted. No further regulatory 
action was necessary since appropriate steps were taken by the sponsor 
to correct the problem. 

2. On 6/8/81, Precision Cosmet was issued a letter regarding the 
carcinogenic effects of the blue suture material and requested further 
study. No further regulatorjr action was necessary since the sponsor 
resolved the issue. 

3. On 11/14/79, Precision Cosmet was issued a letter regarding the 
incidence of adverse effects in anterior chamber lenses and that 
further addition of investigators will be denied. Ko further 
regulatory action was necessary since the sponsor resolved the issue. 

4. On 5/27/83, Copeland Intra Lenses was issued a letter regarding the 
safety issues associated with the ICCE implantation portion of the 
protocol. No further regulatory action was necessary since the sponsor 
voluntarily terminated that portion of the investigation. 

5. On 9/9/82, Intermedics was issued a letter regarding the incidence of 
adverse effects with the iris plane lenses. No further regulatory 
action was necessary since the sponsor voluntarily ceai ed further 
implant at ion. 

6. On 9/16/83, Intermedics was issued a letter regarding the high rate 
of adverse effects. No further regulatory action was necessary since 
the sponsor resolved the issue. 

7. On 11/1/82, Surgidev was issued a letter regarding the high rate of 
adverse effects. No further regulatory action was necessary since 
the sponsor resolved the issue. 

8. On 7/14/83» Medical Workshops was issued a letter regarding the problem 
of low visual acuity with the Medallion lOLs. No further regulatory 
action was necessary since the sponsor resolved the issue. 

9. On 9/14/81, Medical Work^ihops was issued a letter regarding the 
incidence of adverse effects. No further repulatory action was 
nec'issary since the sponsor resolved the issje. 



Q '0-131 0 ^ 85 T. 4 
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2. 

1 



3. 



4, 



5. 



6. 



7. 
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tioo 813»39(b) : 

On 7/12/78, Coburn Optical Industries was issued a letter regarding the 
failure to submit a supplemental application for EtO sterilization^ Uo 
further regulatory action was necessarj' since the sponsor obtained FDA 
approval . 

On l/13/84j Intermedics was issued a letter regarding the distribution 
of various lenses without obtaining approval through a sypplementjl 
application. No further regulatory action was necessary since approval 
was obtained. 

On 8/11/82, Surgfdev was issued a letter regarding their failure to 
sut>mit a supplemental application for new lens styles. No further 
regulatory action since the sponsor obtained approval. 

On 12/7/79, Copeland and CILCO were issued notice of adverse findings 
letters regarding: (1) a clinical investigator implanting lenses under 
both sponsors' investigations prior to obtaining FOA and IRB approvals; 
and (2) deficiencies in the informed consent documents. Both sponsors 
brought the investigator into compliance, obtained approvals and 
revised the consent document; no further regulatory action was 
necessary. 

On 1/17/83, lOPTEX was issued a letter regarding the expansion of the 
trial study from 150 patients to 950 patients without obtaining FOA 
approval. FDA required the sponsor to: (1) cease further shipments; 
(2) notify all investigators to cease implantation; (3) submit specific 
data within 30 days; and (4) submit data on other lens studies within 
30 days. The sponsor met the requirements of this letter and no 
further implants were permitted. No further regulatory action was 
necessary. 

On 8/11/82, Surgidev was issued a letter regarding changes nade in 
tvo lens styles without submitting a supplemental application and 
obtaining FOA approval. The sponsor submitted tUe supplemental 
application and obtained approval. However, restrictions were placed 
on the number of lenses to be implanted; no further regulatory action 
was necessary. 

On 5/31/79, McGhan was issued a notice of adverse findings letter 
regarding shipping lenses to an unapproved investigator. The sponsor 
obtained approval for the investigator; no further regulatory action 
was necessary. 
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Section 813,46 : 

K Cn S/l^n^, Precision Cosmet was issued a letter regardinq inadeqtste 
nonitoring and lack of documenting informed consent. No further 
regulatory action was necessary since the sponsor resolved the issues. 

2. On 9/22/80, Intermedics was issued a letter regarding a traveling 
investigator who Implanted 1639 lenses nationwide and had a 78X 
lost-to-follow-up rate. The sponsor was required to limit the 
investigation to investigators who would closely follow all patients. 
Mo further regulatory action was necessary since the i nvesti gator was 
not permitted to inplant and previous subjects were followed by other 
investigators. 

3. On 5/11/82, Precision Cosmet was issued a letter regarding an 
investigator who implanted lOLs and had subjects from around the 
country. The subjects were subsequently lost-to-follow-up. The 
sponsor was required to assure follow-up of all subjects enrolled in 
the investigation. No further regulatory action was necessary since 
the subjects were followed by other investigators. 

4. On 2/6/79, Coburn was issLjd a notice of adverse findings letter 
regarding deficiencies iq* records required to be kept by the sponsor, 
i.e., no post-operative exam records, and shipment of lenses without 
approval. The sponsor made the corrections in record deficiencies and 
ceased shipment of unapproved lenses; no further regulatory action was 
necessary. 

5. On 2/9/79, lOLAB was issued a notice of adverse findings letter^ 
regarding unaccountable shipment records and labeling deficiencies, 
i.e., sterilization shelf -life discrepancies. The sponsor corrected 
the shipment records and revised the labeling; no further regulatory 
action was necessary. 

6. On 2/12/79, Copeland was issued a notice of adverse findings letter 
regarding an investigator^ missing patient rp'"?rds and not maintaining 
the required records. The sponsor brought the investigator into 
compliance with the recordkeeping requirements; no further regulatory 
action was necessary. 

7. On 3/30/79, Surgidev was issued a notice of adverse f i ndings litter 
regarding cn investigator's inconsistent recordkeeping and control over 
the lenses. The sponsor brought the investigator into compliance with 
their responsibilities; no further regulatory action was necessary. 

8. On 5/31/79, Hedicornea was issued a notice of adverse finding letter 
regarding deficiencies in their recordkeeping and deficiencies in an 
investigator's recordkoeping and lack of reports. The sponsor 
corrected their records and brought the investigator into compliance; 
no further regulatory action was necessarv. 

9. On 6/11/79, I^edical Workshop was issued a notice of adverse findings 
letter regarding discrepancies in subject records and lack of 
quarantine of defective lenses from lenses waiting for shipment 

The sponsor corrected their records and isolated the necessary lenses; 
no further ""egulatory action was necessary. 
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SSve^il'fia.rior^; "'nlT' ' 'f"-/ec.rdin<, the high 

Section 813.S0 : 

1. On 5/25/83, Precision Cosmet was issued a letter regarding prcsotional 
language in the device labeling. No further regulatory actiorSas 
necessary since the sponsor corrected the labeling. 

2. ' On n/25/82 Amerlcal International wej issued a letter regarding 

m sleading labeling, i..e., sizing of lenses and unapproved safety 
claims. The sponsor revised the Ifbeling; no further requlatory action 
was nccess&ry. 

3. On 5/23/83, Copeland was isiued a letter regarding misleading labeling, 
i.e , »»suse of the term "UV and sizing of lenses. The sponsor 
revised the labeling; no further regulatory action was necessary. 

4. On 7/1C/83, CIUO was issued a letter regarding labeling deficiencies 
I'^irn^^ claims. Inappropriate caution statement, and reference ' 
to FDA approved products. The sponsor corrected the labeling; no 
further regulatory action was necessary. 

On g/29/83. Optical Radiation Corporation was issued a letter regardlno 
inaccurate lens sizing information in the labeling. The sponsor 
revised the labeling; no further regulatory action was necessary. 

6. 0nl2/2/83, Lynell was issued a letter regarding inappropriate 
placement of caution statement In the device labeling. The sponsor 
revised the labeling; no further regulatory action was necessary. 

7. On g/27/83. Precision Cosmet was Issued a letter regarding distribution 
of promotional material on the investigational lens at professional 
meetings. The sponsor revised the literature to delete all pronjotional 
statements; no further regulatory action was necessary. 

8. On 9/30/83, CIUO was Issued a letter regarding distribution of 
•promotional material on the investigational lens at professional 
meetings. The sponsor revised the literature to delete all promotional 
statements; no further regulatory action was necessary. 

9. On 5/22/83, Intemedics was issued a letter regarding distribution 
of promotional information on the investigational lens. The sponsor 
revised the literature; no further regulatery action was necessary. 
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10. On 12/24/80, 12 menufecturers of lOLs were issued letters concerning 
advertisements in professinal journals and FOA's interpretation of the 
regulation. 

11. On 2/3/S3, Surgidev, Corp. was issued a letter regarding the prorrotion 
and advertising of a lens before P.^A approval. Uo further action v^s 
taken. 

12. On 9/30/83, CILCO was issued a letter regarding an exhibit at a 

^ professional meet ing at which brochures were distributed alluding to 
safety and effectiveness of a lens. The firm agreed to halt further 
distribution and no futher action was taken. 



Section 813.65 : 

On 2/1/80, Coburn Optical Industries was issued a letter regarding review 
and approval of their investigation by an IRB not conforming to the 
required review procedure. No further regulatory action was necessary 
since the sponsor resolved the issue with the IRB. 



Section 813.2 : 

1. On 6/28/78jI0LAB was issued a letter regarding the determination that 
the model ■HPis not a custom device and is subject to Section 813. 
No further regulatory action was necessary since the sponsor resolved 
the issue. 

2. On 4/25/78, Intermedics was issued a letter regarding the need to 
comply with the lOL regulation, effective February 9, 1978. No further 
regulatory action was necessary since the sponsor brought the inves- 
tigation into compliance with Section 813. 



Section 813.150 : 

On'4/27/79» the ^VMVlHHHHHRM^was issued a letter regarding 
the laboiatory's refusal'to permit inspection, and that any studies 
performed by the laboratory would not be accepted by FDA in support of the 
investigation. The laboratory permitted inspection; no further regulatory 
action was necessary. 
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APPENDIX D 
DII'MH \\\\] {)l III \l Ulu m M\\s|K\K Is 



JX 



The Honorable Clnude Pepper 
Chairman, Select CommltUc on Aging 
Washington, D.C. 20515 

Dear Mr. Chairman; 



Wjt'.incion DC 20?0l 



This is in response to your recent letter requesting the Health Care Financing 
Administration (HCFA) to provide information on a number of issues involving 
cataract surgery. The Information you requested is as follows. 

1. Medicare information by procedure for cataract surgery is currently available 
for inpatient hospital care only. Information by procedure for physicians* 
services (recently collected for* the first time for 1983 services) is not yet 
available. Data on procedures for outpatient hospital services are not 
collected. 

Data for inpatient hospital procedure:* for DRG 039, Lens Procedure, (includes 
all cataract surgery) are available for calendar year 1981 an J fiscal year 1984. 

Number of Average Charge 

-DRG 039 Cases Per Case 

(000) 

Calendar year 1981 332 $ 1 539 

Fiscal year 1984 409 2*344 

Mease note these limitations of the data: 

a. Data for fiscal year 1984 Is still incomplete due to lags In submissions to 
HCFA*s central statistical processing area^ 

b. Average costs for surgical procedures are not available for 1984. However, 
we have provided average charges ic: DRG 039 which encompasses all 
cataract surgical procedures for both 1981 and 1984. 

c. Similar data for 1982 and 1983 are not available. 

2. Outpatient caUract surgery is covered under Medicare. In recent months, 
attention has focused on outpatient cataract surgery because more and more 
Utilization and Quality Control Peer Review Organizations (PRC <) are screening 
claims for cataract surgery to assure that they are performed in the appropriate 
settinjf. HCFA is in agreement with the PRO review of cataract surgery and 
closely monitors all of their objectives, activities and the effect on Medicare 
beneficiaries. 
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As you know, Medicare review requirements a, established by local PROs, 
The purpose of the PRO program is to assure that the care provided to 
Medicare patients b medically necessary, is provided in the appropriate 
setting, and meets professionally accepted standards of patient care quality. 
In that regard, each PRO must meet certain objectives designed to provide 
that assurance. One of those objectives is to reduce hospital admissions for 
elective procedures that could be performed effectively, and with adequate 
assurance of patient safety, in an ambulatory surgical center or on an 
outpatient basis. 

Medical authorities agree that many lens procedures which are now performed 
on Medicare patients on an inpatient basis can be safely, effectively, and more 
economically performed on an ambulatory basis. As a result, over 30 PROs 
have an objective to shift lens procedures from the inpatient setting to the 
outpatient settir^ where that setting is appropriate. 

Screening criteria are developed by PRO physicians. They are used by the 
PRO to approve payment for cases which clearly meet accepted standards and 
to refer questionable cases to* physician reviewers. The PRO physician 
reviewers, who are actively practicing physicians in the State, make their 
determinations based on their own knowledge, experience, training, and on 
discussions with the attending physician for the case being reviewed. In 
making a determination about the appropriateness of inpatient versus 
outpatient cataract surgery, the PRO physician reviewer must evaluate all the 
circumstances which may Impact on the medical care in a given case. This 
involves taking into consideration the metrical condition of the patient before 
surgery, as well as the needs of the patient following surgery and other 
extenuating circumstances. The screening criteria, however, only apply to 
elective surgery. Patients with emergencies are always admitted whether or 
not the PRO has performed its review. 

When a denial is made, the PRO program provides a comprehensive 
reconsideration and appeal process to protect the interest of Medicare 
patients. The patiwit, his representative, the hospitftl, or physician has the 
right to request a reconsideration if dissatisfied with a PRO'S decision. 

Payment for the intraocular lens (101,) is not part of the ambulatory surgical 
center (ASC) facility rate, but rather, is made under the prosthetic device 
provision. Carriers do have a uniform approach to payment for lOLs which 
involves application of the Medicare program's reasonable charge principles. 
These principles involve the calculation of a customary charge and a prevailing 
charge based on actual charge date of physicians or suppliers. In addition, 
carriers have discretion to make inherent reasonableness determinations in 
setting the reimbursement rate for lOLs. 

A HCFA investigation of available data showed that the vast majority of 
cataract surgery is performed on either an inpatient or outpetient hospital 
basis.. The trtnd is toward one day inpatient surgical stays. Payment for 
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intraocular lenses b not an Issue In these insUnces. The cost of lenses Is 
included in the DRG for Inpatient caUract surgery. When the hosplUl 
provides the lenses for outpatient surgery, cost reimbursement Is the be;Is of 
payment. Although the physician could provide the lenses for outpatient 
surgery and bill on a reasonable charge basis, this Is rarely done. Thus, there 
IS lltUe potential for savings through administrative action by HCPA or lU 
con Iran tort. 

5. There is no official HCFA position on the reasonableness of surgeon fees for 
routine cataract surgery. However, there is concern that certain procedures 
have become overpriced In relation to the time, effort and risk Involved due to 
the development of new procedures and technologies. HCPA will be contracting 
for studies to develop a relative value scale on the cost of produclr^ physician 
services for possible use under current legislative authority or as part of overall 
physician reimbursement reform. 

6. HCFA's policy states that the use of the services of an assistant surgeon in 
cataract surgery may be considered reasonable and necessary if, for particular 
medical Indications, it is the accepted procedure among ophthalmologists In the 
local community. The reasonable charge for the services of an assistant surgeon 
may not exceed 20 percent of tlTe prevafllng charge, as adjusted by the economic 
Index, for the surgical procedure- This limitaUon applies to reasonable and 
necessary services of assistant surgeons in all settings* 

7. The prospective rates of payment for ASC facility services now in use were 
established in 1982 based on a relatively small sample of the operatii^ costs and 
charges for services of ASCs in existence at the time. While we believe that the 
rates are generaUy appropriate, we also believe there is reason to review the 
rates to determine whether any changes are indicated by current operating cost 
data and other fiscal information. HCPA Is developlr^ a survf^y to obtain cost 
data from all participating ASCs In order to do the review. 

8. Nothing In those portions of the Medicare law and regulations which deal with 
civil rather than criminal matters and for which HCFA is responsible precludes a 
hospital from rouUnely waiving payment of deductible and coinsurance amounts 
for hospital services. Such waiver precludes Medicare payment for the waived 
deducUble and coinsurance as a bad debt but docs not otherwise reduce Medicare 
payments to the hospital The Office of Inspector General (OIG), however, views 
such waiver as a possible criminal violation of the bribes, kidcbadcs, and rebates 
provisions of section 1877(b) of the Social Security Act. The DIG is currently 
working toward resolution of this Issue with the Department of Justice. 
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Uncer the law (section lfe33 of the Social Security Act), payments from ASC 
facility services are not subject to deductible and coinsurance. Also, the 
payments lor the relat'^d surgical services by the physician are not subject to 
the deductible and coinsurance if the physician accepts assignment (This 
v.'ould also be true if the same surgical services were performed by the 
physician on an outpatient basis in a hospitaU Thus, no question of a possible 
civil or criminal violation should arise regarding the provision of "no cost" 
cataract surgery to beneficiaries in an ASC. 

I hope the information wc have provided is helpful to you. If I can be of any 
further assistance, please do not hesitate to contact me. 




Sincerely yours, 



Cerolyne K. Davis, Ph.D. 
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APPENDIX E 



July 30, 1984 



OVEMIY MTLIICN PEOPLE UNDER- 
CEVEIXIFGD NATZCNS AFE BLIND HCH 
OVITUVCIS. THESE MIUJCX® 
SEE AGAIN WrZH SUPGEIV AND 
I.O.L. 



Dear Doctor, 

Can you ijwjine never seeing your children or grawJchildten? If 
yew were in this oondition what would you give to be able to see 
again? Maiiy of us desire to help but we need directicn. 

- ' has oiven thousands of lenses away per year for the 
needy. We need to do nore. Ihese are our ideas; 

11. R>r every . - . lens inplanted and paid for by your 
clinic or hospital, . will fund vp to eighty dollars per 
lens (anowit depends on whether your clinic or )»pital receives 
a volime discount). These fxmds can be directed to your church, 
SEE (Surgical Eye Expeditions), Orbt», or direcay to a foreign 
cLJjnic for purgical nderte^ rr^e s, dnigs, air fares for you to fly 
to these places to operate and instruct, or for whatever charity 
you decide vpxi. . . - will also provide I.O.L.s at no charge. 

12. If you desire to use another brand of I.O.L.8 in your 
dinic, we will still give you I.O.L.s for any overseas philant- 
hropic endeavor. 

If only two hundred doctors in the U.S.A. beccra parfci'irB with 
us in this work we can ^aid the free eye clinics over ^1,000, OOa 
per year. 

13. If a poor paUent in the U.S.A. is not covered by ned- 
icaro or any health prograre, - . will* provide a lens at no 
charge, upon request. If you will do the surgery at no cost. 

It you desire more information, please call the Chairman of ChariUes, 
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1984 



* Hospital 



In response to your phone call e 

". , 1984 proposal to 
reflect an anticipated increase* 
hospitals. The new bid proposal 
styles 'listed below: 



arlier today, I have revised our 

. Hospital ' ■ • ''J. to 
in implant volume from your 
includes the intraocular lens 



Lens Style 



Chamber 

Anterior 

Anterior 

Posterior 

Posterior 

Posterior 

Posterior 

Posterior 

Posterior 

Posterior 

Posterior 

Posterior 

Posterior 

Posterior 



% Discoun t 

58t 
58% 
58% 
58% 

58% 
58% 
58% 
58% 
50% 
58% 
58% 
58% 
58% 



Discounted Price/Lens 



335 
35O.60 



$138.00 
$138.00 
$138.00 
$138.00 
$138.00 
$138.00 
$147.00 
$158.00 
$158.00 
$158.00 
$158.00 
$158.00 
$158.00 



;i»3- 



This bid proposal was prepared using a revised volxune projection of 
125 intraocular lens ij»iplants/n>onth. Should the total average monthly 
iinplants change significantly from this projection, the discounted 
prices will .be reviewed and adjusted according to the attached sched- 
ule. Pen, initial three month grace period will be permitted for 

; . ■ Hospital . --J - members to allow thece hospitals 

the opportunity to become familiar with ' Intraocular product 

line and ingrease their usage of our lenfes. 

At the risk of being redundant, I have again listed the various services 
that your member hospitals will receive from * at 
no additional charge: 

O FREE IN-SERVICE TRAINING WITH CEU credits awarded. 



ERIC 



89 



82 



PAae 2 

: y , 1984 



O KO RESTERILI2ATI0N CHM^GE. 

o LOCAL SALES REPRESENTATIVE on call 24 hours a day, 

O INITIAL CONSIGNMENT INVENTORY shipped and set up at no charge. 

o CONSIGNMENT INVENTORY MANAGEMENT SYSTEM, to simplify the 

record keeping and reordering of IOL*s. \ 

o FREE PATIENT INFORMATION 3R0CUHRES that explain cataracts and 
lOL's to your patients. 

o EXPAMDED CUSTOMER SERVICE HOURS to better serve your needs, 
(4 a.m. to 5:30 p.m. ?ST) 

o ALL PMMA LENS CONSTRUCTION for quality and durability. 

o BLUE PMMA LOOPS for im^toved visibility by the surgeon during 
implantation of a lens.* 

The completion and return of this letter indicates your acceptance of 
this bid proposal and places the above prices in effect as of the date 
indicated, ^he expiration date of this discount agreement will be 
twelve months from the effective date below and Is based on remittance 
Net 30 days, 

Pamela, I appreciate the opportunity of discussing ^ 'V.':^ 

Hospital - specific circumstances with you and look forward 

to a long working relationship with you and your organization. If 
you require any further assistance pertaining to this revised bid 
proposal, please do not hesitate to contact me at I-800-Di:3:^-^ C . 

Sincerely # 
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DISCOUNT PRICE SCHEDULE 



I Implants /Month ♦ Implants/Year % Discount 

0-4 0-48 ' 10% 

3-12 49-144 15% 

13-25 145-300 20% 

26-42 301-504 25» 

43-63 505-756 30% 

64-83 757-996 40% 

84-124 / 997-1488 50% 

125+ 1489+ 58% 
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Dear Doctor: 

Ophthalmic outpatient* surgery centers are being developed at 
an astonishing rate. It is estimated that fO% of all 
ophthalmic surgery will be performed on an outpatient basis 
by 1987. 

Have you ever wondered i£ an outpatient centet is in your 
future? 

Answering that question could be simpler than you think. A 
leading consulting firm has developed a sophisticated new 
software prograun that can generate a financial feasibility 
study and projected income/cash flow analysis based on your 
current practice and surgical volume. 

All you have to do is provide the input. 

There's a questionnaire on tb? back of this letter. Simply 
fill it out and mail it directly to . .?3»r- 
Corporation. They'll send you an analysis plus a computer 
generated f loorplan of one way your surgery center light 
look . 

This service is underwritten by , * -e*-. to help surgeons 

evaluate the direction of their practice. There is absolutely 
no cost or obligation to you. Please feel free to avail 
yourself of this information. 

Sincerely, 
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Ophthalmic Outpatient Surgery Center 
Feasibility Analysis 

Physician Questionnaire 



Stale 



7ip 



lb rcceH« a computer f«cncni(cd fcasihnUy annh-Ris of nn ophlhnlmic suryjcry center for your 
practice, please complete the rollowinf* quc^tion<. 

A. Percentage of your i,:ataract extncUons utilizin;; the folhwing (echnl'^ues: KPP v. ' 
ECCE V?- % ICCE % ^ 

B. Percentage of your cataract patients receiving an lOL: llS!— % 

C. Brands of equipmenUind disn)<;abtc ^Ok% currently uwrt: >^ j 
!»EA (PhacQ) ..nit C?*aiiA.U/i^^ phaco p>rW <^'aA/s^ - C/<<^ :i^.yw>ry 
I/A unitJSa^^A^ ^'A p»ck_£Sc<^Aiitf:±Ll_. 

D. Percent of your lOLs: ACL PCL..fif: % UV % 

Type of ambulat»»ry faolity contemplnted: ^ 

Office Based 7t %Free Stand ing_Z:^__% Hospital Affiliated % 



Fill in as many actual factors as po:,siblt. Assumed factors will be Assumed 
applied where actuals rre omitted. Factor 

1. Number ci lOLs you 'and your associates) implant each month. 20 

2. Percentage increase in implanls you are projecting after opening an 
ambu!?tory surgery center. 

3. Medicare faality fee for cataract extraction with lOL. $ 

4. You Medicare surgical profile fee per case. $ 
Assistant's fee is 20% of profile (enter 0 if none). $ 

5. Number of tataract cases performed per surgery day 

6. Contract personnel 



40% 
530 
2.000 
400 
5 



Actual 
Factor 

$ 



i^.N. drculator (required) 


$ 


130/day 


Surgical technician 


$ 


30/c3se 


General purpose person (usually available from existinti staff) 


$ 


0/day 


Full lime employees 




R. N. circjiator (of $2,500 oer month 


$ 


0 


Surgical technician d $1,800 per month 


$ 


0 


General purpose person ^ $1,500 per month 




0 



7. Equipment frr fadltty with o.ieO.R. without phaco unit (enter 5170,000 
fortwoO.P V). 

Additional co:t with each phaco unit $40,000 

8. Buildmg lease per square fo.it per month. 

9. Space preferred for a faality with ONE 0 R. (enter 1.500 fi)r TWO 0 R.s) 
10. Prrcentageof timr a visco elastic agent is use*. 



Please return the completed questiornaire to: 



$110,000 $ 

$ 0 $ ^ 

$ 1.25/mo $ f-L*^ 
1.200 sq ft /,r^ . 
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M.0» 



Dear Dr* 

Thank you for returnl'ig the questionnaire reKardinR the financial 
feasibility of developing vour own outpatient surgery center. We 
believe the resulting enclosed documents will fjreatlv assist vou 
In your planning since they do refKct your personHl Fituatlon. 

The assumptions used tr create the Income statement and cash flow 
schedule reflect current construction and suppIv costs, costs of 
capital and federal reimbursements. 

The analysis is conservative in that It reflects only cataract cases 
with implant and a small percentafje of other procedures reimbursed 
under Medicare. Perhaps the addition of a later room and the acquisition 
of YAC and argon lasers would make such a proposition even more attractive. 

You will find the analyslc generally sel'f-explan-tory but please 
fetl free to call if you have any questions or would UK*, to approach 
It fro«n, perhaps, a different angle. 

We would like to hear from you to further explore the development of 
your own ambulatory surgery center. Corcact any one of our corporate 
officers: .or me. 

Since rely. 
President 
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SOtCICKKTCR riNAHCXAt FtASI^XLlTY ASSUHPTtONft 



1* T^c nurMr of cattrtet Proetdurta vltb t "Pi ant vou •ntt vou^ 

•••oclatM) ptrfor* atcb i»onth* 
2* fOTCWTlAL p«rc>n*aKa incraatt In aurilAcal volgi»« Yog can 

tspact aftar ovtnlnc jonr ovn auniicantar* 
3* Hit KtllXCA«l facility faa for ECCB vlth lOL In vogr urea. 
4* Toar yiCOXCAKE aor^lcal ProfUa faa Dar caaa* 

Aaalatant'a fata * 20Z of Profile* 
S* tha inmbtr pf ctata »trfor«ad In t c'ay of agrvanrt 
6* Contract ptraonnal 

X*W* circulator (rasalrt^) 
Sorxlctl ttcbnlclan 

Ctntral porpoaa Ptraon (gntallr avallablt fron axlatlnic ataff) 
rttll**tl«t tvploytta 

circulator ' $3,300 ptr vonth 
Stirfcleal tacbnlclan P $1,800 otr »onth 
Ctntral porpoat Ptraon f flfSOO par «K)ntb 
7* Coaplttt tqalpiitnt packtxt for facility vlth ONE O.K. Indudlnc 
«icroacopt a»4 X/A iwcMna ($170,000 for TWO O.lt.a) 
rbacotwlalflcatlofi anlt (add $40,000 aacb).* ^ 
. toulpMnt Itaaa factor oar tbooaand $ Per »ontb 
fi» Ittlldlnic Itiiat rata 

9. Sgrxlcenttr aoaet Prafarrtd for ONE O.X. (l.SOO for TVQ o.R.a) 
Capital Imrovtatnta 

Total coat of Ivprovtfitnta In txlatlnc ahtll 
Down vtTMnt otrctntaxa 
Total ^ow payatnt 

Asotrnt agbltct to Ptrvantnt fln*nclnX 
Inttrtat rata (10 vaar tcr«) 

10. Vlaeotlaatlc anant ?arccntaita of caaca gaatt 100 
ll*froDartT taxaa aa a Z of construction coat 
l2*I>iaPoaabla agrxleal patka 

13*Dlapo«abla X/a or pHaco oaeka 
l4«K«dlcatlone 

lS*Xnturanet (proptrtr & liability) 
.6«Halnttnanca (S*2S/»o'aa ft) 
!7.tltllltlaa ($.25/«c/«i ft) 

:il«Start-t}p capital (SDC fea & 2 iwntha axpenaet) 



i5 

•60 X 
530*^ 
2,075 
415 
5 

130 t>tr dar 
30 oar ciiaa 
0 Per daY 

0 rtr atonth 
0 par a»nth 
0 Per month 

170,000 

0 

23.48 

1*00 /at ft/po 
1.500 at ft 
SO /at ft 

75,ftOO 
n T 
0 

75,Oi>0 
14 Z 

60 /caaa 

1.25 X/vr 
W /caaa 
50 Um 
50 /caaa 
100 /mo' 
375 /mo 
.175 /i»o 
51,807 
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SWCir.EKTT.H 



• K.D. 



Coovrichc l^Hi Hy: 



ROICTHTEH irJCOK? STATEHENT AND CASH FLOW PROJECTION ' ' " " " 

VEKUE PMJECTIWI ^"^^^ Tear 

C.t.r«t c.«. vlth lOL KurW of c«e. 45 5;0 72 

Income from f.cllity fee* * „ * " 

Other £.clllt>'f.r. (net) ' "'"J' ^ ".1.0 S 457.«0 

^'""'^ 21,600 i.nno 21,fno 

ilAL REVENUE 

$ 25,650 S 307,800 S 39,<I60 S 479,S2n 

Contract oertonnel < 7 • . 1. * 

full-tl-ie ,«t.lover. f+ 25X benefit.) • ' ' n ' . *-"'^ * 

Eoulpn^nt U«te ° 0 

Bulldln. le«e ?'!" *7.«* 

l^"cnc«lt.l l.orove«„t. • I-JJJ l«.Onn 

Property ttxes * J 

Medlctloni ^''"^ 3,600 43,2nn 

Vl.co-«l„tlc .,r.nt I'lll 11'^^ O.200 

ln.ur„ce (prooem * liability: ' 0^ 't^ 

H«lnten«nce i„ "'^f* inn 1,200 

Utllltle. Ill *«500 375 4,5nO 



TAL EXPEM*^C 



S 



*l ,50n 



sn Ftow 

L««. depreciation (l»pr/10yr, equip/5vr SL) 
COKE ^ErORl TAX 

Income tMX eXDenae (benefit) H 501 

Invett«cnt tax credit *5,637 
T INCOME 

* A^d 4,preci«ion ' ^ S 45,637 

Oe<Juct «t»rt-up c»oit»l ' 4l,5nn 

^ ^tOW ArTT.H TAX 

:OME FROM POTENTIAL INCREASF. IN SURGICAL VOLUME 



9 


lOfI 


14 


2,S2n $ 


*n,24n s 


4,ni2 S 


0 


0 


0 


3,992 


47,«99 


3,992 


1,500 


ia,oo,') 


1,500 


1,164 


13,965 


1 ,164 


7H 


93fl 


7« 


3,ft00 


43,200 


5,760 


2,2Sn 


27,noo 


3,600 


2,250 


27,000 


?,6no 


2,70n 


32,400 


4,320 


lOn 


1,200 


inn 


375 


*,500 


375 


375 


4,500 


375 


20,903 $ 


250,842 S 


28',B95 S 


*.747 $ 


36,95« S 


1),065 S 


3,458 


41,500 


3,458 


i,2an S 


15,45X S 


7,606 S 




7,729 






17,000 




s 


24,729 


H 




41,500 






51,«07 




s 


14,422 


S 



4,500 



«7,n7 

^7,230 * 806,760 
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SUKCICENTER FLOORPUN, 2 O.R.'K, ISOO SO FT. 









\ U 


°n°° 

I 




1^, 2 












0 D 









HIS <;uR^^^^MTEt casTMH*! approxihatf.ly i500 so ft and the 

(ILLOWIKC ARFAS: 



Tvo opfkatinc rooms 
Airrocnj^vF 

CLFAK-UP 
STEHILF SUPPLIFS 
JANITOR'S CLOSET 
STAFF THAMCIKC 

PAT1F.KT CHANCING 

PATIFKT WAITIKC 

HECF.PTION 

PRF.-OP, RECOVFRT 

niCTATIOt) 
► U.K. RTATIOK 



HEnlCARE REOUIREWENTS FOR CERTIFICATIOH 
INCLUDE: 

A) STATE LICENSING REO^IlREKENTS 

B) STATE FIR£ MARSHAL REQUIREKEITTS 

C) STATE BUILDING CODES FOR A.S.C.*S 

D) HANDICAPPED FACILITY LAWS WHFRE APPLICABLE 

E) N.C.F.A. REOUIREMENTS FOR A.S.C. SURVEY 



FOR ASSISTANCF IN PLANNING, CONSTRUCTING AND EOUIPPINC YOUR 
SURCICF.KTTR, COWTACT: * 
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Lens Purchase Agreement 
Page 2 



LENS PURCHASE 
AGREEMENT 



Based upon your commitment to purchase a total of 
lenses from - . for one v car, we 

agree to discount our list price in effect at the time of 
the order. The last page of this agreement outlines the 
current discounted bid pricing. 

If, after reading the terms herein, this agreement is accept- 
able to you, please sign where indicated below and include 
your purchase order number (or attach a copy thereof) and 
return to Sales Administration Manager for institution of 
this pricing. This quotation will expire if not accepted 
on or before October 11, 1984. ^ 

Terms of Sale: Shall be 1 in 30 days, net in 60 days. 

Minimum Order Requirencnts : Lenses may be ordered in any 
quantities. No minimum orders exist as long as agreed 
purchase volumes are met. Failure to purchase the agreed 
quantity will result in, (a) a smaller discount perclntaee 
or tbj termination of the entire agreement. 

Lead Tim e: Orders will be processed the same day received 
or as soon as possible thereafter. ^ ^"-ivea 

lllllT ^Vf f '^^^ t^^ discounts are from current list 
prfces'of '""^ agreement, the list 

discount will apply to the new list prices""Any'prlce 
protection clause in effect as the res^U of a nre^^ouslv 
executed Consignment Aoreement or ah^ j C previously 
at rhf* r^mo rt^tc ^^^^^ . Addendum becomes void 

at the time this agreement is executed 



.ebIc- 
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Lens Purchase Agreement 
Page 3- 



The following is a list of items covered by this 
agreement : 



MODEL 


CURRENT 1 I*;? 
PRICE 


PRTTF 




$325.00 


$260.00 




$525. 00 


$260. 00 




$325.00 


$260.00 





$325. 00 


$260.00 




$325.00 


$260.00 




$325.00 * 


$260.00 




$325.00 


$260.00 


• 


$325.00 


$260.00 




$525.00 


$260.00 


* 


$325.00 


$260.00 


^-7^ 


$525.00 


$260.00 




$325 . 00 


$260. 00 




$325.00 


$260.00 




$325.00 


$260.00 




$350.00 


$280.00 




$325.00 


$260.00 




$325.00 


$260.00 




$325.00 


$260.00 




$32S.OO 


$260.00 




$325.00 


$260.00 • 




$350.00 


$230.00 
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Lens Purchase Agreement 
.Page 4 



The following is a list of itercs covered by thi 
agreejaent: 





CURRENT LIST 
PRICE 


CURRENT BID 
PPITF 




$325.00 


$260.00 




$350.00 


$280.00 




$350.00 


$280.00 




$350.00 


$280.00 




$350.00 


$280.00 




$350.00 


$280.00 
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Thank you for your support of . iV j. ■ Me are "plv-^ased 

that you arc interested in our hardware* prnrngfinnal prngrjtm , As ^ou know, 
under the program, we would agree to firnvirip^mi wSth » oipcp nf ' »qii4pmpn t 
in connection with vour pur chase of our intraocular lenses . 

Recently, a number of ophthalmologists received copies of a legal opinion 
issued by the firm of Leighton, Conklin, Lemov, Jacobs and Buckley to the 
American Intra-Ocular Implant Society regarding the legality of discounts 
or rebates on intraocular lenses. It is their opinion that: 

1. There is no violation nf l^w in acceptance of intraocular lens 
discounts, rebates or bonuses by implant surgeons when analyzed 
under the Social Security Act or under the Food, Drug and Cosmetic 
Act; but that 

2. Intraocular lens ^i^irounts. rebates or t> pnusps m^ |<t 'be passed on 
to third party payers in the Medicare or Medicaid programs wheT 
the implant surgeons seek reimbursement; conscious failure to do 
so may be considered a criminal felony. 

Some of our customers have asked how this opinion relates to our hardware 
promotional program. Dur legal counsel has reviewed the program in detail 
and agrees with the opinion issued by the Leighton firm that it is permissable 
to parti c ipate in discount or similar programs, but that such benef itT lhniilH 
_be passed on to tTnrB party payers in the M pdirarP and Hpdir;>srt prPirarj_. 

The mechanics of third party reimbursement vary so widely from one ophthalr^ic 
practice to another that it is difficult for us to provide specific guide- 
lines as to how the benefit of our hardware program should, be reflected in 
reimbursement claims. Specific treatment should be discussed with your 
accountant." 

Me hope this letter will clarify the nature and status of our program. If 
1 may answer any questions or bt of any service, please call. Aqain/thank 
you for your support of . . ' ' *— 

Sincerely, 

ioL Harket^inV Manager 
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Three Year ^ * 
Purchase Agreement 

Iftlrcocwiar Imitl/OpMhtlmlc Ncrtfwiri 



»vtlci«l fvrCltiicr 

t ^^c^«.>»«mU>H.^^.. M690 Wild Mlc^o.tX > ;> g_W wt'.wW^B^^oa 'f^i«.*r«^ 



« Mil M IM t|»tcn«fri H»«iM ■* r^lUW fvmmi »« Kcm*m m'^mT. Jlo^Mt Ai 



rvrclkutf l«i MCI IM M UMNiiMeM 
"»■»•■<»» ■*<* luiarfl^rt MIfc* >r#»lr|aftf cfcllH 

tttM 

tut II Utrtrt t«c M*t f ittvicl M Ao«ttmcMt1tC1«*C »« <■» Vu W1 Hrtt Iktvt 

kiict " - 
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For A»titt»nct C«n* 
80O-526-O355 
Of 

&00-343OS77 



Pitpsrtdlor 



WILD OPERATING MICROSCOPE WORKSHEET 
Picp*red Xrr. 



NOTE Boldf»e« Slock Numbtn are for hW90 Only. 



optics 



'MS4n S71 
MS3M793 



MttO OpMcs Cwrter , 

MetO 0»Mc» Cvnw W 

MUOOplinCafrltr * 

M*SO OpMcs C«TltrMh FMot 



sis.no 



MSM71S7 
MS 411 S74 
US411S7S 
MS3M7S« 
MS30t7» 



Cwritr wtft incMne taw 

C»r«r wWi incSmng Itvaf 
Caniir w«n Otm 



» 7^ 
1^ 
1JW5 
SI) 

urs 



MSlttUS 
MS3M7IS 
US3S74S7 



JDM««hOrMl 



■> 781 
1^ 
120 



SiM«dB MS 41 1 S70 


MMO nOMIM MS^ Ho 


MM 


Sl1^ 


.. J... 




US4ttS*4 


C««f« Mount. MS#. lor Ml 


IMOISV) 


2S.4M 






MS41SSM 


Wal SW4 MS-A. to( MM 


> 


lOSSO 






MS3M7S1 


MUO nogrMntf. MS>C He 


Ml* 


7jQ9S 






Msastrsi 


MUOWM Stand. MS^ 




S^ 






MS3SS7S4 


Mia0TaMtSI««M»O 




1JiS3 • 






MS ••7 114 


C«M«n Cilandtr. S hdwt 










MSM7in 


Cdumn E«Untf«r.S hdwt 


[ 300 







Sftocutor 
Tubtt 



MS3B20B0 
MS3S4M4 

Msaoos*} 

MS 300 MS 
MS24«tOO 

MS in 503 
MS404 02S 



kdntd Hnocwiir 'njb*. low. 
8»tV« Wnocuttr Tub*, wwt 
kdntd t«wcuiir Tuba, low i 
Straight Binoeulit Tub* 
MM n«oculVn**. Ngh 



vTub* 



IrtodUphraom 



S 1WI 

1^ 
1A3S 
Mil 
041 

4000 

25? 





MS 304 070' 
MS 334 030 
MS 377 SOS 
MS 300 170 
MS 300 171 


Ey««i*c*. lOlVZlt 

EmMCoai 1S]V14t . , 

Sp*c*r Mno. Omo '* '"^ 
StMoar MbiQ. 0«M* 


S 321 
440 
4SS 
0 
0 






Ob|*€tw* 


MS40M42 


OMcOm una t- loom* 


S 300 






L»n>M 


MS 007 174 


ON*clte»Unal.1S0M* 


47S 








MS 007 ITS 


ON*etl»« una t- ITSnmi 


200 








MSSttItt 


ObiKaWunafnOMM 


31S 


.:.r:.. 






MS4077O 


ONkUm una t- 2S(hiMk 


311 








MS 302100 


OblM»«unal»300NM 


2es 








MS 007 170 


OMcMm una t « 330w« 


452 








MS3e2m 


ONtcttvt Un» 1 - 40r'>i<m 


31M 







ToUi ret* 1 



Dato- 



OweUUon Tout 
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offers the 

D. G. Program 

oombining Cataract Surgical Supplies 

• I.O.L.'s 

Complete line of'the state-of-the-art lenses 

• I/A Kits 

CooperVision compatible 

Balanced Salt Solution 

The standard for years 

One Year Price Guarantee 

Ihfomatlon Available 
Opon Your Request 

^ Technology • Quality • Service 

O 
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